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Minister of Ministry of Health,Ministri i Ministrise se Shendetesise, Ministar Ministarstva Zdravlja, 

No mbeshtetje te nenit 18 paragrafi 10, Ie Ligjit Based on article 93, paragraph 4, of the Na osnovu tlana 93, stav 4, Ustava Republike 
Nr.03/L-188 per Produkte dhe Pajisje Medicinale Constitution of the Republic of Kosovo;1 based on Kosova. na osnovu clana 20, stay 20.1 Zakona 
(Gazeta Zyrtare Nr. 84/03 NMtor 2010), nenit 8 article 20, paragraph 20. 1 of Law 2004/50 on br.2004/50 0 privatnoj zdravstvenoj delatnosti • 
nenparagrafi 1.4 te Rregullores Nr. 02120 II per Private Health Activities; taking into consideration uzimajuCi u obzir clan 38 stav 2 i 6 Pravilnika 0 
fushat e pergjegjesise administrative te Zyres se article 38, paragraph 2 and 6 of the Work cadu Vlade Republike Kosova hr. 0912011 i clana 8 
Kryeministrit dhe Ministrive si dhe nernt 38 Regulation of the Government of the Republic of Priloga 9 Pravilnika hr. 02111 0 oblastima 
paragrafit 6 Ie Rregullores s(;! Punes sl! Qeverise Kosovo NO.091201l and article 8 and Annex 9 of administrativne odgovomosti Kancelarije Premijera 
Nr.091201l (Gazeta Zyrtare Nr. 15, 12.09.201 1), Regulation NO.02!ll on the Fields of i ministarstava, donosi: 
ID::jerr: Administrative Responsibility of the Office of tbe 

Prime Minister and the Ministries. issues the 
following: Administrativno Upustvo( Zdravstvo) 

Udhezimin Administrativ (ne Shendetesi) Administrative Instruction (Health) No_20-2013 Dr. 2012013 0 izmeni Administrativnog Upustva 
Nr.20-2013 Per Plotesimin dhe Ndryshimio e for ammending Administrative Instruction br.17/2013 0 ovlascenju medicinskih proizvoda 
Udhezimit Administrativ Nr.1712013 Mbi No.17/2013 For Marketing Authorization to be za plasiranje n8 trziste Republike Kosova 
Autorizim te Marketingut per Plasimio tt placed in the market of the RepUblic of Kosovo 
Produkteve Medicinale ne Republiken e 
Kosoves 

Article I Clan 1 
Neoi 1 

Article 5 of the Basic Administratice lnstruction, to Clan 5 bazicnog AU , stav 2. dodaje se nova tacka , 
Nenit 5 t~ Udh~zm:ut Administrat~v. b~~: Iparagr~ph 2 is added a new sub-paragraph as kaa u sledecem tekstu : 
paragrafit 2 I shtohet Dje n~n paragraf 1 n. Sl ne followmg: 
tekstin ne vijim: 

I.For medicinal products that do not have 1. Za lekovi koji nemaju dozvolu na Kosovu za 
individualnu terapiju za milostivosti upotrebu . 

autorizirn marketingu n~ Kosove p~r terapi 
I .P~r produktet rnedicinale te cilat nuk posedojne Imarketing authorization in Kosovo for individual 

therapy in compassionate use. 
individuale ~r perdorim te m~hirshem. 
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Neoi 2 Article 2 tIan 2 

Article 10 of the basic Administrative Instruction,I.Neni 10 i Udhezimit Administrativ bazik, I. Clan 10 Administrativnog Upustva I , stay 2 , 
paragrafi 2, nen-paragrafi 2.6, ndryshohet dhe paragraph 2, sub-paragraph 2.6, is amended and tacka 2.6 , se izmeni i dopuni se u sledecem tekstu : 

added as in the following text: plott!sohet si ot! tekstin n~ vijim: 

I.Mock-up ne alfabetin latin ose ne gjuhet zyrtare LMock ups in latin aJphabet or in official I.Mock-up latinske azbuke iii na sluibenim 
tt! Republikes se Kosoves leur nuk eshte De alfabetin languages of the Republic of Kosovo, when it is jezicima Republike Kosova kada nije po latinskoj 

not in latin alphabet. azbuci.latio. 

2.Sub-paragraph of the Basic Administrative2.Nen-nenparagrafi i Udhezimit Administraliv 2. Clan - tacke Administrativnog Upustva 2.6. 1 , 
bazik 2.6.1, 2.6.2, 2.6.3 , 2.6.4, 2.6.5.2.6.6, 2.6.7, Instruction 2.6.1, 2.6.2, 2.6.3, 2.6.4, 2.6.5.2.6.6, 2.6.2 ,2.6.3 ,2.6.4 , 2.6.5.2.6.6 , 2.6.7 , 2.6.8 , 

2.6.7, 2.6.8,2.6.9. is deleted from the Instruction 2.6.8,2.6.9. fsbihet nga teksti i Udbezimit. 2.6.9. bri~ se od teksta ovog Administrativnog 
text. Upustva. 

Neni 3 Article 3 Ciao 3 

Article 11 of the Basic Administrative lnstruction, Neni II i Udhezimit Administrativ bazik, paragrafi Clan 11 osnovnog Administrativnog Upustva, stay 
2, nen-paragrafi 2.5 ndrysbohet si De vijim: paragraph 2, sub-paragraph 2.5, is amended as 2, tatka 2.5 menja se i glasi: 

follows: Mock-up kao u clanu 10. stay 2 , tacka 2.6 ovog 
Mock. up as in article 10, paragraph 2, sub­Mock- up si ne neoin 10 paragrafin 2, n~n­ Administrativnog Upustva . 

paragrafin 2.6 te ketij Udhezimi Administrativ. paragraph 2.6 of this Adminisrrative lnstruction. 

Neni 4 Article 4 Clan 4 

Article J3 of the Basic Administrative Instruction, Nero 13 i Udhezimit Administrativ bazik, paragrafi Clan 13 osnovnog Adrninistrativnog Upustv~ stay 
paragraph 2, sub-paragraph 2.5, is amended as 2 , tacka 2.5 menja se i glasi ; 2, oen-paragrafi 2,5 ndryshobet si ne vijim: 
following: 
Mock up as in article 10, paragraph 2, sub­Mock- up si nl! nerun 10 paragrafin 2, nen­ Mock-up kao u clanu 10. stay 2, tacka 2.6 ovog 
paragraph 2.6 of this Administrative Instruction. paragrafm 2.6, te ketij Udhezimi Administrativ Administrativnog Upustva . 

Neni 5 Article 5 CIao 5 

Article 20 of the Basic Administrative instruction Neni 20 i Udhezimit Adminstrativ bazik pas Nenit Clan 20 Osnovnog Administrativnog uputstva 21 
is deleted and becomes Article 22 which is brise se j slede6i clanje clan 22, koji se menja i21 fshihet dbe behet Neni 22 i cili ndryshoher dhe 
amended and added as following: dopunjuje glasi:pJotesohet si Devijim: :<.1 
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1.Tarifat qe duhel Ie paguhen per sherbimet DeI Service fees which has to be paid to KMA are I .Tarife za usluge koje lreba da budu placene za 
AKPM jane t~ percaktuara oe ankesin 8. defmed in Annex 8. usluge u KAMP su navedene u aneks 8 . 


Article 6 
 CIao 6
Neni6 

Neni 21 f,bihet dhe behet neni 23. dhe i ,htohet Article 21 is de leted and becomes Article 23, and IClan 21 se bri~e i postaje clan 23 . dodaje mu se 
ankesi 8 ne Udhbimin Administrativ bazik. is added to it Annex 8 in Basic Administrative aneles 8 U ovom Upustvo. 

Instruction. 

Neni 21 paragrafi 7 j Udhezimit Admistrativ bazik Article 21, paragraph 7 of the Basic Administrative Clan 21 , stav 7 oSDovnog administrativnog 
citojme: N~ ket/! rast vIen per produktet e prodhura Instruction we cite: In this case it is valid for uputstva citiramo: U ovom se slu~aju odnosi na 
ne Turqi plotesohet si ne vijim: medicinal products mallufacured in Turkey is proizvode proizvedene u Turskoj 

added as follwing: dopunjen na sledeei nacin: 
Ne kete fast vlen per produktet e prodbura ne Turqi In this case it's val id for products manufactured in U ovom slucaju se odnosi na proizvode 

Ie cHat kane te drejte Ie Autorizimit per Marketing 
 Turkey which posses the right of Marketing proizvedene u Turskoj koji imaju ovl ~cenja 

ne Turqi. Authorization in Tureky. Marketillga za stavljanje u promet u Turskoj . 

Article 7
Neni 7 
 Cl807 
Hyrja ne fuqi Entry into the force Stupanje na snagu 

This Administrative Instruction enters into theKy udhezim administrativ hyn De fuqi <liten e Ova Administrativno upUIStvo stupa na soagu na 
nenshkrimil nga ana e Ministrit. force after the signature by the Minister. dan potpisivanja ad strane ministra . 
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KMA Appl ication Form V2 3 1.10.20 13 

KMA MA Form No. I 


,Kosovo Medicines Aaency 
. Dlllf Rttrived: 1"r0t0c04 No: 

AgjeDtioDi i Kosoves per Produkte Medicinale 
Rrethi i Spicalit (QKU) 10000, Prishtinl!, Kosovi! IApplkldol prortsd.t:ttlrl clIIe : 

" 

Tel : +381 (38) 512 066; Fax:+38 I (38) 5 [2 243 
,
• 

www.akpm-rks.org ' MAN.: 

Applieatiou for a medici.a. prodllet 
MA IIIIM: daR: MAnp. ...1r. 

marketiag autborization 
(KMA to ftll out) 

Declaration .nd signature 

Product (invented) name: I I 
Slrength(s): I I 
PhannaceuticaL form: 

I I 
Active substance(s): 

I I 
Applicant: 

Person authorized for 
I I 

communication on 
behalfof the applicant·: 

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy ofthe 
medicinal products have been supplied in the dossier as appropriate and samples ofthe finished product, 
active substance(s) and excipient(s) sufficient for ana[ysis··. 

It is hereby confirmed that the marketing atrthorization fees have been paid to the Kosovo Medicines 
Agency"· , 

00 behal f of the app\ icant 

-

Signature 

- -
Nruno 

Function 

Ph"" Dale (yyyy-mm-dd) 
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KMA Applll~a'ion form V2 31.10.2013 

• Attach letter of authorization for communication/signing on behalfofthe applicant and agency 
agreement as Annex 5.11 0 and proof of legal ~stablishment of authorized person in Kosovo as Annex 
5.io 
... Anach two samples (in final immediate packaging without finallabe11ing) in sufficient quantity 
to permit a full assay and the verification of the control methods used by the manufacturer (and 
reference substances if referred to in the testing procedure if requested) as Annex 5.3 0 
···AUach proof of payment as Annex 5.42 0 
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KMA Application form 112 )1.10.2013 

U T or __l", Ittl 

0) Chemical IIctiye subsltlnee(s) 

(ii) Biological activo:! sUbstance(s) 

(Iii) Radiophannaceutical 

(iv) Herbal 

0 
0 
D 
D 

(v) Dietary supplements 

(IIi) Vitamins and mineral sutmances 

(lIii) Homeopathic 

(yiii) Advanced therapy 

0 
0 
0 
0 

(ix) OrJlhan lExceptional 

(x) Other (SpecifY) 

(Muk rele'1lnl box(es)with X) 

1.21" fila • 

(i) Comok:~ and indeDCndent (S~ 0 -4 
• New active substance 0 
• Known active $ubsll!J\Ce 0 

( jil New fiMd CWlbirwlOO 0 ' 
f;ii l Simplified orocedllR P\II'5ua!lt In: 

(a) Wen ElilabJished Medicinal UiIC (blbl.lographical) IT 
(b) Essential Simi lo.rity (informed consent) 0 ' 

EXisting lIuthorized product (10 EU Member Slate. or EU-accessing stato:!): 

• PnxIllcll"\ll.l'Oe, ~en.gth, pharmaceutical form: 
• Markelm8allthori~"onhokkr . 
• MarKelinsalilhori>:alion ",.lmber{s): 
• Attac:h !ales! SPC and pacta~ leaflc:t lIS Annex S.S 0 
• Attac:h infnnned CQnSMllel.tecofmartcting authorization holderofauthoril.ed medicinal product as Annelr S.6 0 

(e) Essential Simile.rity (Generic) Os 
I. Original medicinal product (authorized for not less than 10 ycars in either an EU Member State or EU-acccssing state): 

• ProdllcL name, strcnilh, pharmaceutical form: 
• Markeling authorizMion hokle , . 
• f irlll aulhorizalion daIt(yyyy-mm-dd): 
• State whert fil"$t authori>:al. 

• Attach lateSt SPC.rod pacb~ IeaflelllS Annex S.SO 

II. Rcferen~ medicinal product (ifdilTCTenl from the original medicinal product, the reference medicinal producl should have II 
valid full non abridged dOSSier available and should be currently marketed in either an EU Member Stale, or EU·accc:ssing 
state): 

• Product ne.me, strength. pharmaceutical form : 
• Marketing authoriz::ation holder: 
• Marteting auihorT13tion n"mber(s): 
• SUIe whel"e fir$! aathorlttd 
• Anach lalest SPC and pacuge I~flcl ll$ MneJr ~ S 0 

llJ. Med icinal ProdUCt used Cor bioequivalenoe $Judy (where applicable): 

• Product name, suength, pluumaceutical form : 
• Marketing authoriUlll()l) holder: 
• State of source: 

3/ 13 
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KMA Application Form V2 31 .10.2013 

(ct) Esio:ntial Similarity (Genecic different) IT 
J. Original medicinal product(autlxrized for not less !han 10 yean in either an EU Member State or ELJ-aeus.sing Stale): 

• Prodlld name, strcogIh, pharmaceutical form: 
• Marketing authorization holder: 
• Fi~ authoriz;,uioo dale (yyyy-mm.dd): 

• 	 Sial!: where rust aulhori7t:d: 

Mach lalest SPC and psckagc leaP.c11l$ Anne><. 5.S 0 


n . Referrnce medicinal prodUCl <if diffetnJt from tile: MaiM1 me4icinal product) (marXclild i1l Ell Member Slat( or EU­
!lCQessina state). 

Product name, strength. phamLllceutical form." 
• Marketing autoori"ation holder: 
• Marketing authorization number(s): 
• 	 Slate whero: fint authorized: 
• Attach latest SPC and packago: lcaflet as Annex S.S 0 

111 Med iC Inal Product used fur biocquivalence study (where applicabk): 

• Product name, strength, pharmaceutical funn' 
• Martcting authorization holde<"; 
• 	 SIa\eof!lOW"oo' 

IV D;~ oompued 10 lho:oOginalluferencr: medICinal prodllCt: 

• Dilfm:nt pharmaceutical form 0 
• Diffcmlt streotgt)(s)(quanlitativc change 10 the active $ubIIancc(s» 0 
• 	 Diffen-nt route of admini!ilJalion 0 
• Different pharmacokinetics (includIng differc:nt bioavailabilily) 0 
• Ditkrent therapeutic use 0 
• Othefdifferrnce(~)(spccify): 

(e) Vitamins I mineral substances 0 10 

(a) EU- Centralized lEMA· CPP 0 I \ 

• Submil documentation specirled In note 11 as Annex 5.6 0 

(h) EU -Decentralized 0 12 

• Submit documentation spew;;iflOd in note 12 as Allnell 5.6 0 

(i) Uniiatcr.tIlMutual recognition Oil 
• R.e[erence EU Member Stale I 
• Product name, strength, p/IIInt"I8ceuricai form, 
• Marketmg aulhorimtion holder: 
• Martelingauthorizalion number(s)' 
• Submit other documentation specirled in note I) as Annex ~.6 0 

Ijv) line £:s!s:nsian 0 14 

• Refermc:e strengJh and form _ _________ ___ 

(y) Herbal Ctraditiooil1) !'I1!X!icinal prodUC] 0 " 
0 16

<yjl Ho!llWootbw medicinal product 

(vim Simplified orocedure pursuant to Article II aCUte AI Nr 1112013 0 " 

"'J I 
",' 

J 
f 1.2 ~eft.udl..C....~I. I 
113 	

I..................-.....". 


ATC Cock:: 
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KMA Appheation Form V2 } I.IO.20IJ 

[~" '(~I!la~~c ai:J.c(1)n (attach lip ofM.!P1IP.S rYt Samples/spClCin);eps as Annex S.7 0) 

(il hl""ediate packJiCinC: (ii) Oilier packq:lnl: (iii) Pad..ale ~iu(,): 

(Iv) S~I(lifc (as spetlfoed jn the 
(v) SKif life {after fIrSt opening (vI) Shdr ure (after reconstitution or dilutio n): 

SPC proposal): 
container): 

(vii) Stol"llge conditions: 
(as SpecIfied in the SPC proposal) I (viii) Sior-ee condlllOll1 after nrsl opellln&: 

(u spec.fled iN !HE SPC proposal) 

Ell isll Otllu Ian ... el 0 tioul S 

UPtt "~,. at1ICh lIS ~. 5.9 0 
Albaniall Serbian Othu (S 

.,., .,. .0, "I' .,n.. ", 

(il prescription which may be uutomutically renewed (iv) product QI'I restricted prescription 0 
(ii) prescription which may D2l be automatically renewed (v) product for U$CI O1'1ly "' in -patient health facilities 0 

EU U International U 
Active substance oontairlOd in a medicinal IIroducll'tilistered In the work! more thlll\ S V!;llltS Y~D NoD 

1:11' &ttvea»d P .... .­ • " 

(i) Qualitative nd qllllltitative compoJirioal1l. lum5 orille aclive 11Ibltance(.) and the udplotat(I): 

[)"'''' • " ," " 

N_ QulWity Unit ReferenccfMonograph standllltl 

Active substance (I) 

Excipient (I) ampoules 

Details offltly OVCfUgtS should nol be inc:luded in the fonnu181ion rolu~ bvt .utOO below, 

• aetivc substanoe(s)' 
• ex.:ipient(s). 

.:1
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KMA ADDlication Form V2 31.10,2013 
(ii) Art ID.Itnl.ls of .nimal Rnd f or hllman origin contained or und In tbe maDufRemriDe proteS! utthe mediciDa! produu! 


No 0 

Yes 0 (If)'e$, please fill out IDe separate fonn altllChed iO this zrppliC1l00n fonn &lid ar.ach as Annex S. IO 0 ; allBCh Ph. Ew". 


Certificate: urSuitability for TSE If availabk as Annex 5.1 10; ifllOt aVlli1abk include apprOJlfiate data in the dossier) 

(iii) Do" the medicinal product contain Or tonsist ofGcattically Modified Organisms (GMOs)? 


No 0 

Yes 0 (if yes. complete relevant!ed:iOll of Annex to cro Module IfELi Part I) 


Compony name. 


Address 


CoWltry: 


Td. 


Fax : 
Comaet person althi!'! address; 

(ii) Authoriud ~non 111 'w, 

Name' 


Company name 


Address 


Td: 


F= 


~m&~t\aCh I 
(iii) Qualified penon 


Name: 


Company name: 


Address: 

Td 
F~ 

E-mail' 

".120I • 

1..14 MI. • • 
(i) Aatltoriud IIlAnuf.ctarer(') (or i ..porter) rnpoa.lbk for batch relene (as shown in the package leaflet and where 
applicable il"l the labeling): 

Company name 

Address: 
Country: 

Tel. 

fax : 
E-mail: 

Contact person 01 this address: 


Manllficl.uring Autllofization number. 

• Auaeh originallcopyorvalid IIUmur.1uringaulhorization (Annex 5. 13 )0 
• Att:aeh lato=rt GMP certificate (Anne~ 5. 16) 

For Blood rroducts and Vacclne~; 

Details orth~ S\llte laboratory or laboratory designated for that purpose (OMCL) where the official batch release takes pl9CC: 


Name: 


AddJess' 


Cour.tJ)': 


Tel: 


Fa.'!:: 


E-mail . 
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KMA A hcationForm v2 )1.l02013 
(il) MRllu(atlurer(.) of the mtdit in. l product Mnd sllc(l) of mMnllflcturc (including a de.<;(;ription of the manufllCturing step, 
performed) " : 
Company name. 

Address 

Country: 

To! 


Fax : 
E·mail : 
Contact pctSOrJ al thi s address: 

StIefd~ip(ioo of manufacturing SlCPS pcriClnTled.: 

Ma/lufllCtur1ng Authorization number " 

Aa:aeh origjn. l /copy ohalid manu~n8aulhorr... tiun (Annc:x 5.1 5)0 
• Aateh lale$! GMP cenifieale(Anroo::ll 5.16) 
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KMA AnnliCltionFonn \12 31.10.2013 
(iii) Manufacturer of the Ildive iubstancr(~ 

I.Substancc: 
Company name. 

Address: 

I<!; 

Ii!lc 

(a) Has a Ph. Eur. Certificate of Suitability been issued for the acttve .ubstance(.): 0 No 0 VOl! 
U,.., 

• 	 substance: 

• 	 manufacturer name: 

• 	 re r~nu....bu. 

• 	 dale of Iasl updale (yyyy-... ",-dd): 

• 	 provide copy ofCcrtiflClliC of Suitabil ity as Annex 5.1 /Ii 0 

(b) lsa European Drug Mastet File (() be used fo.-tllc acti~e SIIbstam:~.,<s) relerenee l oriaill/ll? 0 No 0 Yes 
Ifyes, 

• 	 subsW'oCe: 
• 	 11I3llUfllC\urer name; 
• 	 n:ference numbeo": 
• 	 dale of last update (yny-mm-dd'j. 
• 	 attach IcttC£ of access fix" the Kosovo Medicines Agency 
• 	 attach copy ofwritten confumatioo from the manuIKturn- of tile active sub!ltanCe 10 inform the Ilpplieent in case of 

modification of the manufucl\lting process or spcciflClltions!lll Annex 5 )90 

Provide statement fTom competent authority that conducted last GMP inspection that si1.e is GMP compliant (for each ~It.e) as Anne" 
5.160 

or 
For each active substance, attach a copy of Qualified PeTiiIOn declaration thaI the active ~ubSlMCe IS manufactum:l in compliance 
with the detailed guidelines on good. manufactunng practice fOT ii1arting materials (Annex 5.16) 

• 	 attach copy ofwnnen conftnnahon fTom the manufacturer of the active substan«" to inform the appHcant ln C8$C of 
modifICation of the manufacturing process or specifICillions as Annex 5.19 0 

(iv) Contrad compuies Il!lt'd ror biollvllillibility I bloequi.... kDce or used for the VIIlidlotion of blood product m&llutacturilllO: 

prouue5 

Manufacturer name: 

Address: 

Tel: 

Fax: 

E·mail: 

Duty performed 1ICC00ding to contract: 


Loc:atioo ofperformance ofanalytical tests and clinical data collectIOn: 

8f13 



K.MA Applicatioll1:ormV2 31.10.2013 

3. M.ik.eti.luthorizatio.s of the HIlI: medici." prodllCt i. other to.atries (i.e. from aPPIicant:t.rMAH' fl' 
belonging 10 !be same motbcr company 01 group ofcompanies OR Wbkh are 'licenKC$') Provide infomIIIion ill accordanoe with 

AIie.foll~iruI scheme andAu.chu 5.21 in the list.of.AilMxed docwnaJtaO 
: 
i 

(il AlillIoriZllrion in co .. _try of oril:in 
Counlry: 
Date o£authorization (yyyy-mm-dd). 
,"venial name: 
AllIborwnKm number: 
Attach copy ofmarketmg authorizatio n in Anne~ 5.200 

(ji) AllllioriZllrion u.lllini (.Qunrrin 
CoullIry. 
Dele ofauthorization (m»-mlff-dd): 
InvenlCd name: 
AIKhori.zalion number. 

• Attach copy ofmarlceling aulhori7..IKion in Annex 5 200 

(iil) Pendlq; 

"""'vr 
Date of lWbml.'lSiun (YYY)'-ItJIIf-dd'j: 

[IV) Rtr.sed 
Countty: 
Date ofcc:fusal (yy)I)Hnm-dd): 
Reason for rc:fusal.: 

(v) Withdnw. (by .ppliunl befort allthorization) 
Country; 
D-dll: of withdrawal (yyyy-mm-dd); 
Reason for withdrawal: 

(vi) Wilbdnlwn (by appUcant after authorizlltion) 
Country: 
Date of withdT<lwa.l (yyyy-mm-dd)· 
Invcnted name: 
Authorization number 
Reason for WIthdrawal. 

(vii) SUlpended/revoked (by competent authority) 
Country: 
Date of suspension/revocation (yyyy-mm-dd)' 
Invclltod name: 
Reaoon for suspension/revocation: 

(I) EAN codl2; 

(iii) IntcHlchial property protectioa to be applied for til Kosovo 

• PrudUCICOmposition ONo Dyes (ifappiicablc, attach da:lanr.tion of oriainaliry as AnMX 5 210) 

• T,a.dc name 0 No 0 yes (ifapplkab1e, atutch 6eclarlltion oforigino.ltl)' as Anne~ 5.21 0) 
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Instructions for the applkant 

The application form may be completed by typev.TiteT OT computer. If there is insufficient space 10 complete any part 
of the application ronn, please use additional pages, which then will become an integral part of \he application. In the 
appropriate part, specity thlll there is an additional appendix. References to already submitted documentation are not 
pennitted. The application should be completed in compliance with valid KMA guidelines or other documents that 
are referred to. All guidelines can be found on the KMA web si le ( ''0;' _. ";': I: ...J 1Ii\) or are obtainable directly from the 
KMA premises. 

I. Any legal or physical ~ntity, aulli()llZCd by the apphc!lllt to communicate with KMA is COI"ISlIle{cd as the authorized person. This 
person submits to KMA the off'tcially verified authorizsMtl by lhe applicant Each applicant witnout a permanent residence or a 
registered ofli«: In Kosovo Iw a dUly toauthorizc an IlUthorued person with IIfl address in Koso." 10 $Ubmi' the appllCalion and 10 
communicak with KMA. The following docwnenl5 should be. pro~ oded: 

• a leiter o f aul'-tuttQn to conunun icale oro bl:ludf of Ihe applicant (MAH) and O'l8inal of ageney agreement or a legally allt';su::d 
copy orthe QJ:COCY ~ment bmo.-un!he appUC3JlIlMAH and the llUtlIorittd pcooo (anaeh as Af1OC.lI: S. I to the applIcation) ; 
• proof of the 1~1 establish!1)Cf\1 of the authorized pe£$Ofl in K.oilOVD. e g. oertificate of {egistTation of B Iep! entity with the 
relevant oompc:tcnt authority in Kosovo (attach to the application as i\nrJex 5.2). 

2. Marketing authorization fee pIlyment. The schedule of fees is set out as KMA gUIdeline KMAG20 I,() the MA Regulation. 

Payment method: this should be paid to KMA Account: Pay 10: 

~fcisen Zentralbank (")sterreich AG SWIFT/BIG-Code: RZBAATWW Bank Sort Code: 31000 

A«OJlnt: CcnWll Bank. of the Republic of KosoV"() 
AccoUCIt no: 55044937 
(BAN: AT2631000000S5044937 

for further credit to: ...pktm lim" ~ Jhejilla/ ,","/wry's Pt(f)JlIII tkll111J (IImm + "umW) in this (Ok Alfrnm i 
Produkl~f1t MnJia"."ak alld PfJlJU"t nJlmIMr l(J(}()11()(}()70002508 

The fee shall be paid befon ~bmis,ion of the appli<:atioo. EvidenlX of ret! payment: a copy ofthc blMlk tr8n5feT statement shouJd 
be provided as a pll1t of the Bpplicatioo documentation. The mlll"ketin, aulhoriDltion procedure can an ly proceed when Lhe fee is 
paid. 

3. A product can fall inLO more than one category SlmultancoU.'lly. Biological active ~ubstance(s) includes medicinal products 
derived from blood and plasma and Immuoological producl5. Advanocd therapy medicinal products means any medicinal product 
based 00 proce»es fucused on variou~ gt:ne transfer-produced bio-moklcules. and biologically advanced therapeutic modified cells 
and tissUCll M active $ubstancC$ or part of active subslMCeS. Orphan applies to medIcinal productli defined by !he fMEA as 
possessing orphan !tatus IW'd txeqltional applies to medicinal product5 for which a MA may be aranled under exceplional 
cil"C\llDSlanet$. 

4. A comp!ele and independent appIicalion (SWld alone) requires a complete dossier with administrative, quality, pre-o:.linical and 
dinical data. A new acti~ , ubstaooc refers 10 a conWtutcnl ot a prodUei not yrt aUIhori-o:xJ by • eompcll:nl authori{y; II known 
active substance refers to a \XIf\S111\Iel'oI of a prodUCI alread y auihOrlad by a oompetmt authority ""~ by die $lIIlTIe or a different 
marketmg authorization hold«. 

5. foe II new product containing known active substanoes not used previously in combinatioo (so called new fixed combination). 
complete administrative, quality. preclutical and clinicpl data on the combination only should be plovided. For line extensions of 
new fIxed combinatIon applications, eros! references can only be madc to pre-clinical and clinical data . 

6. For applicationJ undct the weU established medicinid asc 91rnplifled procedure, refer 10 guidelines set out in Annex 3 to the 
Kooovo marketing authorization Administrative Instl1lCtlOn. 

7. An npplicatioo under the CiMCntiai similarity (informed ~t) proced\R requira consent being by the exisLing marketing 
lUXhllCimtion holder to use lheu dala in supporI of this applic:ation. Compkfl: adminisualive anI! q...a!ily data shoold ~ provDa! 
with coment lO pre-clinica1 and clinical dala llIe aut.horited product and the informed consenl applicatioo can have !he same: or 
different MAJL 

S. For an application under the essenual similar..,. (geoc:rie) procedure:. re:fa to guidelines sc( OUt in Annex 1 10 !he KQ::SOVD 
nw1ceting lWthocization Admini"ratiw Inslrud.lOfI. 

9. An applicabon under the O$senlial similarity (generic different) procedure concerns essentially s imilar g_ric medicinal products 
that have a different Lher!lpeutic use, route of administratIon, dosa&e or pharmacologIcal presentation to !.he originallreference 
medicinal product. The results of appropriate toxicological and pharmacological tests andlor of appropriate clinical trials must be 
provided concerning the utdlcatoo differences and refer also to K.MA i1Jideline KMAG9.Yll OOS to the Kosovo marketing 
authorization Administrative J.nstruction concerning demonStration ofhioavailabllity and bioequlvolem:e. 

10. A MA application for l villlminiminerlll su~ must include complete administrative and quality dltB If necessary. the 
Kosovc MedICines AgellC)' me y requesl tOOl the apptk:ant pro~Kle information ~ing the oomhinulon! of vitarni1l5 and 
mlllCflIIs9lld Ole efficacy and $o8.fety of the qu3ntities of ~itamios and minerals used in the combinarion5, 

I L MarkCling lIuthociUllon following EU oenbllli:lCd procedule. If !he apt'licant is following lh is procedure for marketing 
IIUthorizarioq of its prodllCt(,) in Kosovo , lhen it is ne«ssaIY for the applicant 10 submit the documcnlllllOn set Obi in AI 
NC, I 71201 3 ,Article 11 on the marketing authorimtiotl procedl.ll'C _ 

12. Marketing lIUthorizaIion following EU decen.tralJsed procedure. If the applicant I~ following thi s proeodure fur marketing 
authoriutioo of its prodl.Jtl(s) ;n Kooovo, then it is necessary for the applicant to submit the dotumcntaliOil set out in KMA 
guideline KMAGl] VI 1010$ on the simplified marketing authoril'.8tion procedure pursuant 10 the EU de<:entraiised procedure to 
the mllJkeling authorization rcgulation. 

13. UlIllaterru /Mutual reC(lgnation procedure for medicinal products. If the applicant is following thi s procedure for markctins 
autl"loouation of its producl(s) in Kosovo. then it is IlI.."CeS$ll")' for the 8pplieant to submit c:\ocllmenllltion (in addition to the required 
documents of the dossier) set 0IIl in MH -AI Nr 03/2011 {R«:ognalion by the Kosovo Medicines Agency-KMA of Marketing 
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Autbonxntion for medIcinal Products. for human use issued by the Gennan Federal Instituite for drugs and Medical Devices­
BfArM) -accessing states lIS Annex 5.6 10 !.his application 

14. Line e.~lCnsion:s. Refer to the $tI"ength and form of lhe prodUICI to which a line extcrlSIOn i:!: rcfcrc:nccd. Foo- line eXlm'lions of 
both stand alooc and ~implificd apphcatioMo. cross refeftOCe5 carl only be made to prc-clinica.l (saftty)and cl inical data. 

IS. Hnbal (tradilional) medicinal prodllCtS. RefCf to the leMA guideline KMAG I6 VI 100S on 'Special provisions for herbal 
medICinal pr-oducts'. 

16. Homeopathic medicinal prod\lC1S &:fer to the KMA guideline KMAG15.VI 10/05 on 'Spa:ial provisions for homeopathic 
medicinal products' 

11.simplif1ed procedure for the Markellng Authorimtion of medicinal prodoxlS approved nationally in Schcngen StateS of tile Ell 
coun<ries. USA. Canada, Switzerland, Turkcy" *, lsracl* , Japan. UK and Australia I\ccording to the ArtIC le iO of AT NT.17OOB 
on the m!llketingaulhQrnaUon procedun: . 

IS. Ollly ()(Ie name should be gi~CIl in !he foJlowi .. .g order of priorily: INN· , i'h. Eur., Nltlonal Phar ....acopoei ... common name. 
lIoCientiflC: name. 
* the fICri~ 5IIbstlnce should be decla.m:l by its reoommendoclINN, IlC«llTlpanicd by ilS salt 0( hydl"lli\e fonn ifrelevant (for further 
details oonsult WHO CUmulaTive List No. lOaf International NOOI)fOj)ficfJUy Names (INN) for phlll"!naOo!OJtical !ubstanee5). 

19. Specify a broad thcrapeutic indication group (e.g. anrihypencnsives, dIuretics) and indicale the ATC code for the main 
therapeutic indIcatIon. [f the ArC code i, not assigned. propose II and 5tate that it is 8 proposal. The ATC code WIll be w iltllCd 
during tho marketing authorization procedure according to the latesl WHO A TC dassification code valid for the authorization 
period. ThIS item is for informat ion pu~ only and does not alfe<:t me outcome of the authorization decision-making process. 

20. AIl allplication for 8UU\j)ri2ation o f one dosage form and 0fIC strmgth of the medicinal prodUCTshould be made 00 each 
application (orm CJlcqJt for homeopathies, wh~ mon: dilution de8Jec:s can be included in an application. If !he active $ub$lancc is 
present as I salt, hydrate ett, it muM be cll:8Jly and ooambiguously stated whether the 5CJcngth refers 10 lire molcl:ular substance 0.­

the acnve ~tity oCthe molecule. Usc the list ofrundard PIl .Ew. tef1nS. 

21 In the case ofparenternJ products specify all proposed routes ofadmmistration. e.g. intTa~enous. intraarterial, inttamu.$Cular, 
$ubtutaf\CQIIS and as specified in the SPC proposal. 

22. This table should be completed in such a way, that it is clear which immediate and oUlCr packaging belong to iii single package 

5i~ and !!hook! be unambIguOUS how many product presentation! are iftcluded in thi s application. Include 8dministl1l1ion devices 

where iilpplicahlc. A list ofmock-ull6" or sarnpleslspccimcns·· senl WIth the application should be allaehed . 

• A 'mock up' is a copy of the Rae artwork design ill full colou.r, providiog 8 replica of boIh the OIIte!" and immediale pacbging,. 

providing a IWO dimensional presentation oflhe packaging I Llbelling oflhe medicinal product It is geoc:rally referred to as a 'paper 

copy' 01 'comptl~r generated venion' . 

.. A ',poeimcn' should be intCf"pl"eted as referring to a sample ofthc actual printed inner and OI.Iter packaging and package insen. 


n. Summary of PnxlllCt Characteristics (SPC). The SPC sho>.lld be submitted in English and follow the strucrure set out in KMA 

guideline KMAG2.1.Vl 10/05 on em Modole I - Administrative information or KMA guideline KMAG2.2.Vl 1000S on Part 1­
Summary of the dossier , 


24. Package leaflet. The pockllge leaflet proposal shall be proVIded in Albanian and Scrbilltl lMguages and in conformance with 

KMA gUldelillC KMAG2 . I.V I IOIOS on em Modole I - AdminuIJBt;vc information Of KMA guideline KMAG2.1.VI H)/OS 011 

Part 1- Swnmary orthe d055ier. 


25. Provide I dcuiled. description orthe dMilie form appcal"ill1ce(color, shape, dimensionJ, imprint, markin~ consis~y, flavouc 
cl.C .). 

26. To specify the "birth date" KMA awhe5 rules gh'en in the European NotICe to MlICkcting AuthorimUOTl Holders.. 
Phannaeoviii iancc GuidelinC:'l (CPMPfPhVWP/108199 corr.). Most frequently the birth dale i$ considered to be the date of first 
granting a marketing authorUalion in the EU (or in the world ) to Ihe relevant marketing autholimtion holder or his contract 
purtnerS for a medicinal product with that active substance. On. Ihis date the sequence of Periodic Safety UpdalC Reports 
submissions is based also for ,.11 further marktting 3ulhQritttiOll holders, i.e. &eneTic manubctUTCnI. The KMA prefers 
'])CCi6a.Tion of 1M MEU hiM date", if il docs not ~i5t. the 'itltcmational birth da~" sholiid be specified. The bilth dille is 
signiflC8llt in Ihose: CIUCS ,,-here. !he forst marteting auihoriullon his bccrt gnulled less !han S years ago "Therefo~ it u not 
n~ to indicate the dale in cases oflCtivc substancesconUlil\cd .. a medicinal produ.ct regisltml .. the world for more than S 
y<:3tS as of the date ofappllcetion for a rnaTtcting IUthorization in Kosovo. 

27 The responSIble peroon is the perron making the application on behalf oflhe applicen\ and IS the same perron lIS described in 
Note I above 

18. The qualified person responsible for pharmacovigilance $hOl.l ld hold a universIty degree in phamlBCy or human medicine. 

29. All manufacturing steps and the si lC: of manufacture must be indicated. 

30. Only !he final manllfacturer o£1he activc subswtcc(s) should be InCIltionc:d. 

31. M!lltcting AtXl!orizatioo of the s.arnc: medicinal product ill 0I.het countries. 

32. Speocify the EAN bar code, if aVlit!lblc. This item is for infonnation purpo3CS only a.nd docs not affect the mar\(cring 

811thorizetion decision- making proocss. 


33. If the mc:dicinaJ prodllCl is currently protected by intellectual property rights conventions in lenns of either its trade name or 

composition and the applicant wishes to apply these rights ill the territory of Kooovo Ihis hal to be clearly stated. The cx.i9ling righl'l 

$hQUId bt clearly stated in AIlnex S.17 to this application ai!he dlscrcuon of the appheani The Annex should state the natute of the 

putenC(s). under which. jurisdictioots) and when the patenl(s) were issued, expiry daks of patent(s) and Jtgistmtioo and elq)iry of 

rqpstered uade names. 


12113 .. ... 
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List of materials of animal and/or human origin contained 
or used in the manufacturing process of the medicinal product 

Name of medidnal product 

Actin IUMtanet(l ) 

Applicant 

Date of com Iction of table 

1. Materials of animal orieio 
Name or material 
Source of mater ial (t issue, 

, plasma etc.) 

CoWlUY o f origin o f the 
source animal for \.he mato-ial 

cited 

Is the material a derivative of 

SRM*? 

Category of the tissue of 

which the: mater ial is a 

derivali ve " 


As active wbstance 
As reagenticulrure 
medium comoonent 
Starting material 

used in manufacture 


8 


~ 

oracti~e wbstance 
~ 

•0 Ascxci ieot 
Starting material 
used in manufacture " 
of excioient 
Other ve details 

2. Materials of buman oril!in 
Name of ma terial 
Source of material (tissue.. 

, plasma etc.) 
Counlrylies where donation 

look Dlace 

Is the material contained in a 

product authorized for 

marketing? 

Ifyes, specify states 

includin MA numbers 
.. 
 As active substance 

~ 
0". Ascxci ienl 

Other, gjve details ,, •~• 

• Specifit'd ritk matuial- SRM - materials defined in Commission Decision 97/.s)4/EC 
(a) 	 the: skull, including the brain and eyes, IOnsils and spinal cord of 


bovine uimll, aged Ol·t!"" 12 month, 

ovint' ud taprine animals wbkh are aged over 12 montbs nr havt' I pt'rroanent ineisor tooth erupted through the gum 


(b) 	 the spleens of ovine and caprinc animals 

U Categories. specification according to the g'uideline CPMPIBWP/1230198 
I High infectivity: brain. spinal cord.. (eye) 
II Medium inrectivity: ileum, lymph oodcs, proximal colon, spleen. tonsil, (durn mater, pineal gland, placenta), cerebrospinuJ flu id, 

pituitary, adrenal 
JlJ Low infect ivity: distal colon, nasal mucosa, peripheral nerves.. bone marrow, liver, lung. pancrt:aS. thymus 
IV No dtterhlble inreetivity: blood clOI, faecc::s, heart, kidney, mammary gland. mi lk, ovary, saliva, sal ivary gland. seminal vesicle, 

serum, skeletal muscle, testis, thyroid. uterus, foetal tissue, (bile, bone, cartilaginous tissue. connective tissue, hair, sk.in, urine) 

If a Ph. Eur. Certjficate ofSuitabi!ity fo r TSE is available please attach as part ofthc application. 
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KMA MA Fonn No.2 

Kosovo Medicines Agency 
Oak I'tftivM: . ~No: 

Agjencioni i Kosov& per Produkte Medicinale (ApplicaticHI ~.t.nUk: 

Rrethi i Spitalit (QKU) 10000, Prishtin~> Kosove 
Tel: +381 (38)512066; fax:+J8 1 (38) 512 243 

www.a.k:pm-rks.org 

Applicatioa for a variation to 
a medicinal pn:tdud marketiag authorisatioD 

0 --
A10 fiJI out) 

MAVllriatioll No: 

I... 4ate: £.1,. date: 

I 
' 1.1 of~leI..l rodKt 

(i}Oemicai active substance(s) 0 (v) Homeopathic medicinal product 
('i) Biological active substoocc(s) 0 (Yl) Herbal medicinal. product B 
(iv) Rad io pharma~utical 0 (vii) AdV8J1eed Iherapy mediCinal product 

(viii) Other (Specify) B 
..I.lTyDt.'qriadH,u~'" ~~ 

NOIif)Ca1ion oCa Type J 
Variation 0 

Notification ofa T
variation roq uiri, 

approval deci5ion 

ype I 
an 

D 
' rypc 11 0 Urgent safety 

restriction (Type l(j D 
Annual variation for human 

U\ft~:Cr~VIes 
,..~ ­

u".,............. " .......:.) • 

. Name:l 1 


.
1.5, ...~__ , 
Variation requested for all BUthorised package ,ius Yes U No U 
SpceU'y pocl:age sitts for which the variation is requested: 

"l.6 N._ ....~of.ppka.1 , 
Name: 
Addre:55: 

COOJntry: 

Tel: 

Fu: 
E-mail: 

Contact person at this Iiddre$S: 


" 

1/9 



KMA Variations Appiiea t'OI'1 Form V2 OS, 11.20 13 

• 

(I) Autborised lD'IIU(.(tu~r(.) (or Importer) respoDllble (or b.tch release (as shown in the package leaflet and where applicable in the 
Jabellillg); 

Comp.mY n&1TIe. 

Addrt:S$: 

Counlty, 

T~I: 

Fax: 


£omsil ' 

MOOllfacwring A~lion nllmber' 


For Blood PToduru IIId V.oonn; 

Delloils of the stale laboratory or laboratory des ignated for that purpose (OMCL) wlter'e the offiewl batch release takes place: 


Name: 

Adw-c:ss: 

Coun try: 


Tel: 

FII1l: 

E-mail: 

2/9 
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(ii) Polailifach!ru(.j of tile lMdkllll prodllct ..4 Iltt(l) of oaa_II'adlin ( .nc:llKling a de$CJipliOl) oflhe manufacturing Sltpll prrlO<med): 
I . Company_: 
Ifdd~S$: 

Tel: 
Fax: 
E-mail: 
SriefOelicription of mll1uractwing steps performed: 

2. Company name: 
.J.ddre.u: 
Tel: 

Fax: 

£-ma"; 
Brief de,criplion ofmanufl\Cll/llnll SlCpli performed: 

Mam(aeturing AUIMriSiltion number: 

J . Campa"1ntlme: 
Address: 
Tel: 

Fw;: 

e-mail: 
BnefdellCriprion ofmanufacluring SlCp6 performed. 

(iii) M'"IIuf.cturer of the .ctin 5ubslillft(.): 
Sub$tanoe: 
Manufacturer narne . 
AtklTess: 
Tel: 
Fw;: 
E-mail : 

3/9 
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4: Type I Ya~tiou 

I a. Change in name of the manufacturer oflhe medicll1al 
prod"" 0 16.Change in the batch size of the fl.nished product 0 
I. b. Change of the manul3c(uring site of the medicinal 
product 0 11.Change in ,lie specification of the finished producl 0 
I e. WilhdrawaJ of the mastufacturing authorisation for II. site 
o f mamrfac fUC"e 0 

18. Change 1II the synthesislTecovery of the non· 
=:JlOC.ial exeipient(s) wh>ch hI1d been described in the 0 
M ~~ 

2. Change In the name of the medicinal product (either 
invented name or common (Ulme) 0 

19. Change in the speciflCloon ofexcipienu(s) in the medJ(;inal 
p,od uct (exc:1. adj uvan\.'l for vaccines) 0 

3 Change in the name and/or add~ofthe mar\eting 
au:horis:at.ion Iloldcc 0 20. Exli':nsion of shelf·hfe as foreseen at time ofautllori58tlon 0 
4. Replacement of an exelpient with. a comparable exeipient 
(e~1. adt)VW1ts for Ya\X:ines and biologically derived 
exCI ten\.'l 

0 20.a. Extension of shelf life or retest period of the active 
substance . 0 

5. Change. addilion. delel ion or rep\aocmenl ofa coIorant($) 0 2 1. Olante in shelf-life after first Operling ofoon:aj~ 0 
6. Change. addition. deletion or replacement ofa tlavour(s) 0 22. Change in shelf-l ife after reconstitution 0 
7. Chang<: in coating weight of tableb or change ill weight of 
eaprule shd Is 0 23. Change in storageoon.ditions 0 
8. Change in the qualitative compos ition ofiro.mediate 
packaging ma~riaI 0 24. Chnnie 1II tC:R procedures of the uC1ive substance 0 

9. Deletion of an indication 0 
24.11. OlllJ\ge in test pro«'dll<'e$ for a staning material or 
intermediate used in the fllll1lufac ture of tile active substanec(l) 0 

10. Ddclion ofa rouk of administration 0 25. Change in tesl procedwa of the finished med)cinal product: 0 
10.a. Addition or change ofmeasurins deVice for oral liquid 
(\ol)llge fonos and other d=ac forms 0 26. Changes to comply wllh $upplements to pharmacopoeia 0 

I I. Change in the manufact~!)of thc aclive substance(s) 0 
27. Change in tesl procedures of noo-ptw!IIatopocial 
excipienbi 0 

II. B Change in the name ofa manufacturer ofthc: active 
lubstancc(s) 0 28. Change in test procedures of immediate pacblging 0 
II. b. CluKigc in the supplieJ o f an intermediate compound 
u!led in the manufaclUre ofthc actiyc subslllnce 0 29. Change in tesl prooed\IR:S ofadmmi.lU'8tion device 0 
12. Minor change ofmanufllcturing process of the acti ve

,,""­ 0 30. Charlie in the package s~ 0 
12.a. ChaoiC in 5pCCiflClltion ofstarting IIIIterial or 
intcnnedialc used in the manufacture of the active subsUIl'lCC 0 31. Change in lhe oonllliner stlape 0 

13. ChaniC in the bc.lCh size of the active sub$lance 0 
32. Change of imprints, bossing or olher mlllking:; (except 
~:~ tablets or printing on capsules, il)Cluding addition 
or of ink used for prOduct markirnt 

0 

14. Change in the speCification of the active substance 0 
)3. Chanae ofdimensions oflllblets, u-psule.s, suppositoril:$ or 
pessaries 0 

15. Mioor change ofman\l6.cruring process ofthe fmiMlc:d 
prod~ 0 

34. Cliange 10 the !abctlins IIOt eonncctOO WIth 11 change hi the 
summary of product cbanlcleristics 0 

15.a. Chan li\e in ;n-process controls applied du ring the 
manu fac1 ure of the product 0 

35. Change 10 pacl:age information leaflet n(lt connected with a 
ehange io Ute summary ofpmduct Chanicleristics 0 

IS.b. Change in !he manufacruriog process focoomp0nent5 0 
l6.• ",,"go i, "" manufac.turmg pro= of • ~ 
~inaceous comJlOllenl due to the SUbsequenl inlrodvedon of 
II b::oIogy step - oomplianl with the p/larmllCOpOCial 

0 
_0 

IS.c. Change itI the manuft.cturing proce$$ for tomponnlt:s 
requiring II new impurities lest proccdu~ 

0 
16.b. Chang6 i, "" manufacturing ""~, of • ~ 
protcilli>l:COUS componenl due to !he SIIb3equcnt introductIOn of 
• bioleChnoiogy 5lcp - requating • ~ impurities ,~, 

I oroced uTC. 

0 
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KMA variations Application f orm V2 OS.l l.20n 

. 5. Type II variadcMI• 

o.lDI:H to Pa"l: S"l'Imary I)fth dlt»kf (Of CI1) Mod.1e I : AdMiDillurin iufltr••tiGn) 

A. I . Chllllge in IhI: legal status (dispensi nglc la~$ificalion)· 
switch from .. medical prescription on l y~ 10 OTC 

0 A. 3. Ctlang~ IJI the package s ize 0 
A. 2.Changc: in the Icpl SWUS (d ispcR.!linglelassilicatlon) · 
swilJ:h from OTe to kmcdical pracripfion OI1 IyM 

0 A 4. Otbn" ehange in p.VT I, Spn:itY 0 

a.lacu f9 Plrt II : d,tmkl l , biGtolic:llaw phumacurit"lll dO(D~lII00. (or CTD Modalt 3: Qllllty) 

B.I . Change in th e quanriUltive and qualitaliYf: compoiiition O~Dmedicinal product with respect 10 C"Xci pients only 
Is a new exciplonl ofbtologicel origin 1I$Cd? a Yes No 0 

8 .2: . Change oCIhc immediate pacb-gina 0 8.7. Change in lhe specifICation of lhe w:ipienl 0 
B.3. C~~~1he mon~faclWins proccaoflhe fin i:dlCd 
medicinal uct 0 B.8. Change in the specirlCation oCtnc medICinal prodUCt 0 
B.4. Change in the man~faentring process of the active :lUb!laM:e 0 8.9. OlILnae in the !lhel( ]ifo oflbc medidnal produce 0 
a s. Change in !be speclrlCation I)rthc aclj\'e SIlbsbno.:c 0 8 .10. 0Jange in the stonge (l(IrIditions 0 
8 .6. Change in "!he manu!ectlrint proo:ss oCtile excipiml which 0 D.l J. Ocher change In pelt U f mocMe 3, apecify 0he$ been cXseribed in !he original MA doco.Inx:ntlol ion 

C hlnges to Pa" III : plIarmleoJockal-toJ;leo!ocical dOCiment.lion (O f CIO Mod.. le 4: Non clinlCl1 rtporti) tllil cause chuC'. to thc SPC 

C. I. Change in partlU I Module 4, specify 

OIIl&U to PI" IV: dlJl ltll docamtDwtio). (or CIO Mod ule .5: Ch kll shiel" ~rtI) t ilat aUt' t Q"Ift to tile SPC 

01 {.'flange ''TherIpeut><: iJld io:lltions" (in same Ihtl1lpeutic Ira 0 0 .6. OlIInges ~l.nlmIClions~ 0a\mldyawo'"OCI) 

02. Cbange -Croup Ofpalie.-luM 0 0 .7. 0!Inge kPregnarq .nd laetatlonM 0 

0 .3. Change KDos¥~ 0 D.Il. Change ~Effocts on .bjU!}' to drive and we macOincsK 0 

D 4. Change ''Contro-lSldocalioll$'' 0 D.9. Chanac MUndcsirable cfTQct:I" 0 

D.S. Chanse "Special warnings and special prccau~ fol u;,eM 0 D. IO. C han&e ~rdoseM 0 

D.l l . Other chanae in pan IV f Moduk ~. specify 0 

6. Expert rlporl , 

Updated U AddudlllllU 

Upduod Expcn report or tho Addend um is subnlitU>d as ei,!lcr. 

Update I Addendum to Soclion IC of EU Part I 0 Upd.atc I Adde»dum to erD Module 2 0 

, 1, Mai_ c ..... (I. ~.f~-.c.tial c......) , . " 

Tbc maio thanse oovercd by this variation applicauon is change IIUlDbc rile(1r1 ( I to36 f AtoD) 
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KMA Variations Application Form V2 05. 1 J.lOU 

8. Specifkllti90 ofWO(di.. wttida is proposed to be cunard . 
Present p""""", 

. 9. Ba;e~;'~~do• •,d jUltifk.arioo ror tlN1 proposed e.... to 'be MA I': 

• 'Y'

10. Rtllkd 'ppliea;tiou (specilY nature ofappikation,name'ofthe product, MA.nuniliCr and ~e .~fs.~issiOn): 

II. V.....tioo. to . ·prvdutt.ulhorilcd ia K ....o followilllik EUCtairaJiKd proc:echre V.. Q"oO 
Th is variation W\l.S appl ied fOf in EU II Ycs D Dale oflhe oppl ication ' NoD 

CllISSifltalion ofl.hls variation in EU TypeT D No. Type II 0 Letter: EMEA Protedure No 
 " 
This varialion was approved or was deemed 10 have been accepted Yes 0 De.te: NoD 

Jl,.¥a~tio. to a prodatt ••IHriKd 10 Koscwo rollow:bta: tbe EU De«ntraIiIed proeed.re VnONoD 
, 

This vari.ation was appl ied fOf in EU U Y~o Date of the appllcalioo: NoD 
Classification oflhis variation in EU Type I 0 No. : Type II 0 Lener: 

"IhiJ varialion was approved Of was. deemed to have been accepted Yes 0 0.10: NoD 

,.13. Varjadon ~__~.~utlautborisedj'tK~O ro~i...dI~,~OIO\'o U....k~Ret<opltiM proccdDft V.. oNoo 
This varn.lion W\l.S applied for in the refcfOlOe EU Member State or EU Awes:s ing SIIIIC I. Yes 0 Date ofthe applicabon: No D 
ClassifICation oflhls variation in EU MS or EU AS Type r 0 No. Type IT 0 Letter; 

This variation was approvoo. or was deemed 10 have been aceepled Yes D Date: NoD 

- " 


Code: I I III II II III 
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KMA Variations Applicallon Form V2 OS. ll 2013 

lS116. A.HUd dorUlaeDb 

i. 

16.6 

16.. i 

I to. SFC , 

I 'U "",,,,,," ,<W I 

".10 P""""." I 
16.' SPC .~"" 

IJ 

d4 

I::: ~rtllU 

" 
" "'" i 

~''''II 
'on ," , 

~ 

I in I 

'.~CPMP 

. ~. 

i (the temIS 

," 

, "~i,, ,,,,,,, 

. ~ ~ 
, 

,w 
• 
b [.0..." 

1".25 
I ,'-" 
I IW 

· [",framl 

N umber of pages added by the applicant because of lack of ,pace in any pert of the applicaTion form 11. 

I u nify thalihe clwlgcs specified above willl\Ol adVl:Jsely affect !he quality , effocacy and safcl)' o f Ihe med icinal ptoduct. I declate UlaI All 
dlangcs have been kkntif"ted and !here are no otha" dJanges in the amernJcd dooommtatioo. I declare that the data in the apptication and 
~mpanying doc:umcntation arc tnlc. 

SI«••'.n:: of doc applicant, tHp. ~non .lItlo0rin4 by Ioi., 

First name, f.mily Mme· 
Address· 

An documentt.tioo. ·submittcd/notsubm_ 

: 

Oocumtl'l.tation: accepted I not accepted 

i 
SignllUJ"C of KMA oft""JCICr: 

".., • -- ..... ..... ­

\ 

.. 
" 
c 
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KMA VariR1iofls Applical ion Form V2 OS.II .2013 

JnstractioDS fo r the applicant 

An application for a single variation to the e:listini medicinal product marl."elmi auth.ot"j!!ation should be made on ooc application 1Orm. If 
consequential changes are caused by the applied for variDtion, al l change~ should be Indicated in the application fOl"lTl fot"!he main variation. The 
main variation should be clearly specified in Section 6 of the application form. If changes life not consequential a separate application form 
should be completed for such changes. 

2. for identical changes to 5Cveral presentations of a product, for example difftrcnl strCl"lgths, II io; acceptable to complete one form and appcno;ia 
lisl ofall rhe prod UCI~ arTected as Annex 16.2S. The list s/>oukl identitY the producb and include the: relevant MA numbe". 

3. All related varia lion applications not covacd by Of\t application ( i.Co a variatioo and il$ consequential variations) should be spa: iflCd in Annex 
16.26 to the IIpplical ion fot"m wflclhcr they ale for the same cKisling fTIIIrketin& aul/lorisa!ion 01 odv::o rdated _keting aulhorisarions. FOI" • 
related variation applieatiOl1, theexisting Kosovo MA numb« and nature nf vanMion should be SIlUro. 

4. An approval dec ISion based on the npinion of the KOi$Ovtl Committoc for Medicines Evaluatioo IS n::quiml fOl Type I variations that concern 
Type I Variation No. II , lib, 12, Jl, IS, 16, lind for variations 24, 24a and 2S where the teSt procedure is OOt a ph)·sico.ehemical method in the 
case ofbiological and advanced therapy medicinal producu. 

5. ani)' one nlllOC should be given in the folJowing order ofpriorily: INN*, Ph.Eu.r, Nan'onal Pharmacopoeia., comrnoo name, scien tific name. 
* the aclive substance should be declared b)' Its I'CCOmrne<lded INN, accompanied by iLS !!all or hydrate form if relevant (for further details consult 
WHO Cumulative List No. 10 oflntemstional Nonpropriewy Names (iNN) for phaMllCCUlica] substanccs) 

6 If the acti~ sub6taoce is presenl as a salt. hydrnte etc, i1 must be d early and WlIlmbiguotDly:WIled whelher !he $fFCIIgth refc" to the: molecular 
subtitance or tile ~ive enlity of the molecule. 

7. Any legal or physical entity, authorixd by the applicant In communicate with KMA is considered u the I"e$pOOsibk pcf"5OCl; thi! penon 
~mits 10 KMA the officially verified aulhorisiniOf"l "by the applicant Each applicant without a pennancnt residence or a rcgi~ead office in 
KosoV(l has a duty to authorise a J"eS]XlIlsi"ble ~rson with an address in Kosovo to submIt the application and to communicate with KMA. 

8. Ifa new e~cipicnt of"biologJeill origin is !tied, it is nocessary to fill in the form ' Lisl of materials of animalllOdfor human ongin contained or 
used in the manufactUling process of the meo;iicinai product' that is annexed 10 thi s app lication Conn. 

9. An updated or Addendum 10 the expert tqX)rt should be submitted lIS a part of the vlI(lalion application c,ther as an amendment to the Seclion 
Ie of Part I - Summary of the dOSiiier or as an amc-ndmcnllo CTD Module 2 - em Summades 

10. Apphcantl can assist in the ti5CSSIneII t of Ihc variation by !oUIJIIIIarising boIh ( i) the ptC5ellI and (ii) !he ~ $ilUations concerning !he 
MA. In the case of con~uef"lI1a1 changes. fill in al:so the badgroulld aplmalion lind justiflCltioo for the COI!S«Iuef"lt.a1 nature oflhe additional 
dlanges with respect 10 !he main change. All d ilfCfet\CO!S $houId be cleat1y highliahlcd. c.g italICS, bold, u!ldcrlmed. Ifallthe infannatlon CIIMOI 
be fined on \JIe applfcation fonn page, additional pIIges may be attached. 

11. if this variatlOl'l was applied [or in the Bu. submit the applkation in Kosovtl after thc approval of the variuion in the EU (for type II 
vanations) or at the lime the variation can deemed to havc been accepled (for type Tvariations). 

12. EMEA procaiure number is specified in th~ V3.1iation asSCSSlllent report from the CPMP or In the NOlification on a type I variatlOfl to the 
tenns of market ina authorisation [rom lhe EMEA. 

13. If this wrioJt;on wu applied for in the Ell, wbmilihe application in Kosovo after thc conclusioo o f me M",1\IaI Recognition ( DcccllIralised) 
ProccdlllC fOl" 1M vacialion in question 

14. Ifl1lis VllJUdion was applied fOf" in an EU member Slate 0{ EU aocC$$illl stale 5\lbmil the applicatioo in KO$Ovo afta the applT.vaJ oflhe 
variation in the reference EU member SUIte or EU aocessing Slate (for type II varill.llOnS) or at the time thc variation can deemed to have been 
accepted. (for rype' var iations). 

15. Tick those sections thllt arc relevant to the submitted application. in case of need of further clarification please eQll1lle1the KMA Marketing 
Authorisation Departmelll d ircctly 

16. Variation application fee payment. The sdledulc of fee:!. is set out as guidcline to the MA Regulation. Paymenl method: th.io; shouJd be paid to 
KMA, Accol.lrtl: Agjcosklell Kosovg per f npdvkk MUicluk IAKr"n I00tq0t7Q006It1 Bf'K Prb"S;e" 8ex Em!:. Cflrrgoondn! 
Buks; Atnyp. No, SS!MiW. R! lffe l.,,!\ Z"tnlbuk Ot~k.mc" AC. Am SI""..... , . IIJ6 Witt, 's-ID sock R"l.BAAlWW) and 
ACCG.et NOr 58j!WOOO. CoDlJH!'Jb.ek AC, Jl'\H.k fnpkf.ct .m Maie, K' IHD'I'MK JO. 6IllI Fx,,!If.n .m MaJa. <Swig s91lt 
C08ADEFD. The f~ shall be paid before submissl()I"I of thc application. Evidence of fee payment: a copy of the benk II'lUllifa !;ta1CmCnl or 
cash ~;pt :should be piovidcd lIS a part of the application documentation "The marketing authorisation proocd....e CIIl only procco:l when the fee 
is paid. 

17. This ma)' be: a copy of a new manufilcturiog authorisation, or an addendum to an CXlstmg one, 01 a letter from the supervIsing competenT 
authority. 

18. For SPC. pack.a.&e leaflet and labelling chMges, in the proposal all diffen:occs from !he approvcd ver~ion sI"Iouki be ck:arly highlighted or 
IDlerlincd. Copits or the C>llSting versions. vcnions with highll£hled changes and lIle ~ roew versions st.oold be provided. 

19. This Iihoutd pufenbly be subnllnC"d In English (if no! OIigllla1ly available ,n English a b ansbtion should be ptovided) and apptovt:d III 
countries ~ the variation has been applied for. 

20. Twu samples in final immodiale packaging wilhout filial labelling are :wfflClenl. 

21. In thc case that the spacc Wlthm Ihe boxes on the application form is not sufficient, the required information should be submitted additionally 
w; dearly specified annexes to the application 

819 
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KMA Vaniltloos ApplIcation form Vl OS. I'.2QI] 

List of materials of animal and/or hUman origin contained 
or used io the maoufacturing process of the medicinal product 

Name of medicinal product 

Active I lIbSlfo~t(S) 

Applicant 

Dare ofcompletion o/rable 

1. Materials or animal on i. 
Name of material 
Source of material (tissue, 

LPlasma etc.) 
Country oforigin of lhe source 
animal foc the material cited 
Is the material a derivative of 
SRM'"? 
Category of the tissue of which 
the material is a derjvldive'"'" 

As active substance 
As reagenlfculture 
medium comoonent 

:0 Starting material 

~ used in manufacture 

• o f act ive substance 
~ 

0 As excipient•"' Starting material 
used in manufacture 
ofexcinient 
Other, ve details 

2. Materials of bum an orl i. 
Nfo me of material 
Source of rnlllerial ((issue, 
plasma etc.) 
Country/ies where donation 
tookylDce 
Is the mlllerial contained in a 
product authorised for 
marketing? 
If yes., specify states including 
MAnumbers 

~" 
As active substance 

o 'c As ex.ci ient 
.~ Other, give details "'. 
~ 
.. Sp«.irlcd risk mllerial '"' SRM "" materials defined in Comm ission Decision 97ISJ4IEC 

<a) 100 sk.ull. including the brllin 9Ild eyes, tonsils and spinal cord of 
bovine animals aged over 12 months 
ovine and caprine animals which are aged over 12 months or have a permanent incisor tooth erupted through the gum 

(b) the spleens of ovine and caprine animals 

u elltegones. specification according to the guideline CPMP/BWP/1230198 
I Higb Inftc:tivity: brain, spinal cord (eye) 

II Medium infedivity: ilcwn. lymph nodes. proximal 00100. spleen, tonsil. (durn maler, pineal gland. plocenta), cerebrospinal fluid, 


pituitary, adrenal 
III Low infectivity: distal colon, nasal mucosa. peripheral nerves., bone marrow, liver, lung, pancreas, thymus 
IV No d elec:tablt infectivity: blood dot, faeces, heart, kidney, mammary gland, milk. ovary. saiiva, salivary gland. seminat vc:sicle, serum, 

skeletal muscle. test is, thyroid, UIeruS, foetal tissue, (bile, bone. cartilaginous ti ssue:. connective tissue, hair, skin, urine) 

Jf a Ph. Eur. Certificate of Suitability for TSE is available please attach as part of lhe application. 
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K.MA Appl icarion Fonn OS. II .2013 

KMA MA Form No. 3 _... 
DaRec~ 

KOlIIO\'O Medicines Agency 

Agjcncioai i KOSOVH plr Produktc Mediciule 


AJIfkAi.......II.............. :
Rrethi i Spitalil (QKU) 10000, Prishtint. Kosove 

Tel: +381 (38) 512066; Fax:+381 (38) 512 243 


www,i!;k~m-rk~ .Qrg .... N« 

MA .....1r. MAa.,ddr:APPLICATION FOR RENEWAL OF 

A MARKETING AUTHORISATION OF A 


MEDICINAL PBODUCT 


Ded.r!l:!0n and ~Ir;n.ture 

Product (invented) name: I I 
Strength(s): I I 
Pharmaceutical (orm: I I 
Active substance(s): 

I I 
Applicant: 

I I 
Person authorised (Of' 

communication on 
behalf ofthe applicant· : 

I I 
It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the 
medicinal product have been supplied in the dossier as appropriate and samples of the finished product, 
active substance(s) and excipient(s) sufficient for analysis". 

It is hereby confinned that the marketing authorisation fees have been paid to the Kosovo Medicines 
Agency·... 

On beha!fofthe appl icant 

Signature 

N"", 

Function 


Place Dale (yyyy-mm-dd) 


•••Attach proof of payment as Annex 1.5 0 


, - ­.. '" 
119 



KMA ApplicatiOn Form 05.11.2013 

(I) C~mical active SUbsIanCc(Ii) 0 
(Ii) BIological active liubiitaJlox(s) 0 
(iii) Radiophannaceul.ical 0 

(iv) Herbal 0 
(v) HOmMpathic 0 
(vi) Advanced thcrapy 0 

X) 

(viii) Orphlllll Exceplional 0 
(i,,;)ViUlmins and minerals_____ D 

(Mark reJeV\lnt box(es) with 

.1.l,T ' 

!i} ,!!mllkilt: and iTKIcocndml (SIM~ Ik!~) 0 . New active substance 0 
• Known active substance 0 

(jjl New fixed combination 0 
Chi), SlmDlifjcd DIQCcdure pUQuant to. 

(8) Well Established Medicinal Use (bibhographieal) 0 
(b) Essential Similarity(lnformed consent) 0 

I le\ Essmtial Similaritv (Genenc) n 
(d) E.$sentull Similarity (Generic dIfferent) 0 

(e) Vitamins I mineral suNtaooc:! 0 

(0 Unilat~raJ EU· Member Stale! !'lU.Acccssipg SUIte r;co lPl itiw !:II"QCeOOr<: D 
(b:) I.i~ cxten~ ion D 

• Reference strength and form 

(y). Herbal (lradillooal) medic inal product D 
(yj) H~thic medicinal DfIXIUd D 
(yji) SimDliflCd oroocd~ 00fW!II!! 10 A"i£!c l1 of!be AI NT I7I2Q1 1 D 
{yjii} EU· ~Indizcd f EM.... · CPP n 

- .... 

I 


I 

. 

AT C Cod" Pi i ! I I 
(rol main indication) 1 

2J9 
~. 



J(MA Applic.ahon Form. 05.11.20 \3 
(I) ImllM'diatt .,.tkatiaz;: (ii) o.lt r paclucillg: (iii) .PuUI( sizt(1): 

(Iv) SbdfUft (as specified in the 
SPC proposal): 

(v) SIIe!fljft (aft~ fintopenina 
container): 

(vi) Slid! lift (Ilfier recon$liNUon or dil ution): 

(vii) StOnllC:t t a ndhlalUl: 
(as ~ pcc jfoed in the S PC proposal) 

(viii) Sla r ll3t tOaditiOl 1 after fi rllt opnh'l: 
(as speeirocd in the SPC proposal) 

IttacbuAnncx 1.611 .70 
1:a Iilb OIlier laa II.ICel (a '1.1..1) (S ify) : 

" ... 
Subject 10 medi cinal prescription ..J Not 5IJbjcct to medicinal prC5Cription 
If subject to medicinal prescription: 

(i) prescription wh ich may be automa!ically renewed 0 (iv) prod uct on restricted prctcripuon 0 
(ii) prescription which may.DQl, be 8U1Ol"rlatic.alty renewed Q tv) prod uct for U5C only in in-patienlhealth foci lilles 0 
( iii) product on $pecial prescript ion U 
Promotioo of products 001 :M.lbjoc:t to modicina"'!'ye5(TipI; ion: 

Promotion to health care professional, only U Promotion to Lhc general publ ic and health care professionals 0 

(;) , 
~ 

.,,,.,,,,,., , ... tb" 

""~'i<y ","N~ 

I E". 
"".,". ; 

• excipicnt(s): 

'1'f,),
3/9 
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KMA Application Form 05.11.2013 

!!!iii~ 
Compwly name: 

Add rcst: 

COWltry, 

Tel: 


fax: 

t;.-mail: 


~noJIla 

Name . 

Company name: 

Address: 

Td. 
,~ 

&mail: 

(IU) Qualified pcr tofll ror 


Nl me' 


Company name: 

Address: 


Tel: 


Fax: 


I ,r,,, , i~ . ~ 
" '" finl MA 

i .~l"~(~~Iicabk: an !.lie lllbe)mg): 

Company name: 

Addrna: 

"'"'''Y 
Tel: 

Fax: 
& .... il: 

For Blood Produ«. and VatC'illt5: 

Dt1ails oflhe $We IBbonlOly or bborlllOf)' dCSlgne.ttd foJ lhat purpose (OMct) ....hore lhe offICial balCh release lakC$ plate: 


NIl(IIC: 

Add~. 

COWltry: 
Tel: 

Fax: 
, _. ,oil, 

419 




KMA ADI)Iicatior. Form 05JI.1OIJ 
(ii) M...rKIII~r(,) orl', tl)tdk1••1prod.« ud , ilt(. ) of ...nlfUI.. n , 

Company na,rne : 

Addrc= 

COt/flIfy: 
Tel: 

Fax: 
E·mail. 

(iii) M...rKtIl!'tf" ofth utin Hbst.."(.) , 
Sub&lance; 

Company lIlImo:. 
Address: 

Country: 

Td. 
Fax: 

F...mail: 

(hi) Colfn(1(_"'I~ 1IK4 for beGllvtlt-Mily I bio(qllva5nce or oted for'k ....lkI. tloe of blood procIffl ....uf'(I."'" 
p­

Manll&'nurcr name-
Addrcu' 
Td: 
FOl( : 
e·mail· 
Outy performed occording to Contr8c1. 

l.ocarion ofp""formance oftlltl),ical lelllS and dinical4ala collection: 

3. ~rked.I ••'''O.....tloDi of".aas: IMCIIduI prodKf: I. odter cwatries (I.e. &om tppIicarDlMAHs
bdoncin& 10 !be __ moIhor toenpIn)' or jp"QUpof~OR which.-e ' 1aInIees') Ptovide Wonn1Ition ill ~ with 
IbIf~-xbemeand MIlCh., 5.21 mthe l~otAnneuid <10 C' 1· ·0 

Country: 

Date ofauthorisauon (yyyy-mm.dd): 

lnvcnted name: 

Autho!isation number: 

• A nach copy o f fUlCw;!1 ofa lIIIlflell1l8IUihorisaiion 10 AI\IlCX 5.22 0 

(il) PeMiDj:; 
C ••• ",y 
I.>8tc of SlIblDissiolll»'Y)'-I'1",-dd): 

(IU) RffuRd 

Counlfy: 

Date: of rd'usaJ "",,","/INkI). 

~n for refu:wl: 


(Iv) WI,lId ...... ,o (by .ppl!UDI Mfo"" ••thorn.rio.) 

Country: 

Date of withdrawal(y)yy-mm-dd) : 

Reason for withdrawal ' 


(v) Witbd...... (by .ppliu., .Rt r lulltori$atiM) 

Country: 

Dale ofwithdrswal (my-mlll-dd): 

In ven1ed nunc: 

AtAIorisalion fIO,Ilt1bcr. 


Reason for withdrawal: 


(vi) Slispudfd/nvoktd {by (om~le.t t.tllorily) 
Country. 

Date o f scspcn$lon/rcvocatiOll (j".,.-.mm-dd): 

InveJlk:d name: 

Reason for 5uspen, ion/revoctltion: 


5/9 

http:yyyy-mm.dd


KMA AppJicatiOf'l Form 05.11.2013 

II 111 1III 
(Iii) Intell«hli l property prolectloo to be Ipplitd for in J(osovo"; 

• 
• 

DNo D yc::s
D Na D yes 

(ifllpplicable, attach declaration oforig.inality as Annex 5 240) 

( ifapplicablc, anach declaration oforiginal ity as Anne1t 5.24 0) 
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KMA Applicalion fonn OS II .20U 

DOCUMENTS APPENDED TO THIS APPLICATION 

Module 1: 

01.0 
Cover Letter 

01.1 
Comprehensive table of content 

01.2 
Renewal Application Fonn with the following annexes: 

01.2.1 Copy of MA Certificate ofa produce that shan apply for renewal procedure 

01.4 
Declaration ofthe Vanation of the medicinal product ,if they have,and atach a copy of notification 
including ..extension" and last renewal 

01.5 
Evidence of fee payment, 

01.6 
SPC proposal (in Albanian, Serbian languages) - hard copyancl CD. 

01.7 
SPC in English language last updat~ hare! copy and CD. 

o 1.8 
Package leaflet I PIL I Package insert proposal (in Albanian, Serbian languages) -liard copy and CD. 

01.9 
Mock-ups (immediate and outer packagjng) or samples/specimens attached to the application (in 
Albanian, Serbian). 
A ' moc~ up ' is a COP), of tIK: flit artwori; Getign in full colour, providing. replict ofbom 1M Ollie! and immediate p.lcuging. 
proyidina • IWO dimc:mional pre$ellUllion of the packaging I labelhna of the medicinal prodUCl II is generally Rfared to as I 
'pepercopy' and 'computeT gmctlled YCf'Sion' . . 
1\ ' ~imcn ' sllould be in~ed as rcfCITinA LO. sample oflhe ICIUII printed inner ancI oultr pIIcbgin8 and packai.e in.s<:n 

o 1.10 
Statement from competent authority that conducted last OMP inspection or declaration from qualified 
person for batch release 

01.11 
PSUR (Periodic Safety Update Report and Summary Bridging Report if applicable) 

Module 2 

02.3 
Quality Overall Summary (Quality Expert Bridging Report) 

........... / ....~ 
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KMA ApplicationFonn 05. 11 .2013 

]nslrurdoDI for Ibe appHcanl 

The application fonn ruay be completed by rypewriler or oompuier. If there is insufficienl space to complele any pan 
oflhe application (onn, please use additional pages, which lhen wi ll become an integral part of the applicolion. In the 
appropriate part, specifY thai lhere is an additional appendix. References 10 already submitted documentation are not 
permined. The application should be oomplered in compliance with vaJ.id KMA guidelines or Other documenls lhal 
are referred 10. All guidelines can be found on the KMA web site (W\V\.\·.akpm-rks.Ofg) or are obtainable directly 
from the KMA premises. 

I. Any Icpl or physical emily, atAAorised by the app'icantto communialte with KMA is ((){IOOen:d a"l1hc authorised penon. This 
pet'SOI"I submits 10 KMA ihe officially venroed a~ by the applicanl Each appIicanl -.-.-it/toQI a pe"I'mW>e!II rc5idmce or a 
registered olfta in Kosovo has a duty lO allthorise an authorised person WlIll an address in Kosovo 10 :!oUbmlllhc application and to 
communICate with KMA. 1lIc followinS documents $hould be provided: 
• a letter of authorisation 10 COIIUTIURIcalc on bclla.lfof the applicant (MAH) and ori8.Inal of agency agrumenl or a legally at!estOO 
copy ofUle agency agreement between the appIicarotIMAH and !he tuthorised penon (attDch lIS Annex 5.1 10 !he: application); 
• proof of tIte legal establishment of the aut./lori$ed person in Kooovo, e.g. certlrlQlte of resmoon of a legal entity With the 
relevant c.ompe~nt &Jthority in KQ5QVO (attach 10 tile application as Annex S.2). 

method: this should be 

11 i 
The marketins 

3. A product can fall inlo more than OJI(I catesOI"Y simultaneously. Biological active suootan<:t(sJ includes medicinal products 
derived from blood III\d plasma arul imrnUflolosical produclll Advanced thenlpy rnooK:inai prodUCi.'l means any mOOK:inal product 
based on proc=a focused on various Ilene tJaosfer-produced bio-molecules, and bioJogK:ally oovarK"ed therapeutic modified cells 
and tissues as active substances or part of active $ubstanc<!s. Orphan applies 10 mOOicinal produc~ defined. by the EMEA as 
possessing orphan status and cxe<:ptional applies to medicinal prodUCts for which II MA may be granted under MC<!p!ional 
circumstances. 

4 Only one name should be siven in the followina or<icr Ofpl"lOTiJy: TNN·, Ph.Eur., Nalional PIlannaCOpoela, common name, 
scientific name. 
• the active substane<: ,hould be declared by its recommended!NN, accompanied by its salt or hydrate form irrelevant (for further 
details consul! WHO Cumulative Li" No. 10 oflntcmational Nonproprietary Name:! (fNN) for pharmaceutical subs\aI1ces). 

5. Specify II broad thempeulic indicauon group (e 8- antihypertenSIVes.. \liW'etics) and indicate the A TC code for t~ main 
therapeutic indication. If the ATC code is not assigned . propoge it and Slate that it is a proposal. The ATC code will be assigned 
durinS the marketing o.uthoris.ation procedure llOOOf(jinS 10 the ISItSl WHO ATC classiflCll.tion code valid for the authorisation 
period. This item is for information purposes only and docs not affect the outcome of \he authorisation decision-making process. 

6. An application for authorisDtion of one \los.age fonn and one suength of the medlcmal product should be made on each 
application form eKcCjlt for homeopoth lcs, where more \lilulion degrees can be Included in on applicallon. Tfthe active substance IS 
present as a salt, hydrate etc, iJ must be clearly and lIr"Itmlbiguously italed whc.thcr the strength refer.; to the molecular substance or 
the active entity of tile molccule. Use the lisl ohtamlard P"h.£ur. terO'IS. 

7. In the case of parcnteT8.1 products specifY .11 proposed routes of administration, e.g. intr&venow, inlllHlrterial, intramuscular, 
subcutancous and lIS speciftcd in the SPC proposal. 

g Summary of Product CharactCI"i$lK:5 (SPC), The SPC shO\.lJd be submitted in Alban~bian languages and follow the 
strudurc set out WI &1gJ.sh language in XMA guideline KMAG2.I.VI )005 on CfO Module I - Administrative information Of" 

KMA guideline KMAG2 2 V I IOKJS 011 paJIJ - SumtlUU)" of the doS5ier. 

9 Package leaflet. The package leaflet proposal shall be provided in Albanian, Serb10m languages and in oonfonnanee with KMA 
guideline KMA02.I .V\ tOr'OS on crn Module \ - Administrative infonnation Of' KMA 8lliddine KMAG2.2 VI 10.1)S on Part 1­
Summacyofthe do$sicr. 

10. This table should be compJc«,d in swh a ....-.y, that.\ i$ clear winch immedlale and OUlcr packaging belong to a single pacKRge 
size, and should be unlllllbilOOlIS how many product pre5trltat ions are included in this application. Inciude administration devtces 
where applicable. A lis! o(mocll".>ttps· or 5ampleskpedrflefls·· $CI"lt witt. Ole application should be attacbo:d. 
• A ' mod; up' is a copy o r the flat Irrworlr. design in full colour, providing a Rplica. ofbolh Ih~ outeo" and .mmediate packaging. 

providing a I"WO dimensional prcsenlDlion of the pacbgingl bobc-Uin&ofthe medicinal prodllCllt is generaUy referred 10 as a "paper 

copy' or .computet" generated version ' . 

.. A "specimen' should be jl1letp~kd as relflTins 10 t sample of tile aCfUlll printed inner and outer packaging and package iluen. 


II . Provide. detailed description of the \losage fonn appearanoc (colour, sl\ape, dimeoslom, imprint, 1Il31k.ings. coasistcocy, 
f1aVOll~ Cle.). 

12 The responsible pcr.;on i$lht ptt$OtI maling the- application on behalf of the applicant end t$ the same person as I!csaibcd in 
NoIc I above. 

13. The QUlIlifitd person responsible for phaJmacovi&ilanoe shollld IIoId a univasily Ikgrce in phannacy or human medicine 

14. All manufacturing ~p$ and !he SIte o f manufacture mllSt be indicated. II is a kgal requi~1 for the applicant 10 ootify the 
Kosovo Medicine:i Agency of any alttn:uion to the maRllflIrturing sites and pf0CCMe5 to !hat staled in lIlis application 

...:. 
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KMA Application Form OS.l I,20n 
IS. ClJIly the rmat mAlmfacturer of the IIttive substan«(s) should be mentioned. The quality cootTOl ~n.ir>eate of the active 
ingrcdient(s) must be submitted , Thi~ should be a notified copy of the original 

16. The same product mc:ans the same qualilativc and qlllU\tillll,VI: composition in II<:livc: wbsWloc(s) and havlOi the same 
pharm.leeutieal furm. 

17. Specify Inc EAN btu" code, if avaibblc. This i1c:m is for infonnallon purposes only and dotS not aff«t the ll'lI\rl(eling 
authorisation decision- ma\(lIIg process. 

18. If the medicinal product is currently prolec.tcd by intellect....' ~ r'gIIts tonVUltions in ICI'II"IS of tither its I1Bdc: name OJ 

composition and \be applicant wishes 10 apply tht$c r'WI" in the ttrTitoryofKosovo this has to be clearly Slated The existing rightl 
should be clearly stated in Annex 5.21 10 tllis application at the di scretion of the applicant. The AMeli should stale the natUTc of the 
pabml{s), under which jurisdicuon(3) and when the p;1lC11t(5} ""'!:'re issued, expiry dales of patc:nl{s) and rcg>sU"&tion and expiry of 
reg~ lrlIde names. foc medicinal productS authoNed in Kosovo that haVl: the wanted S\.atus of 'ill/l(lvll;vc: medicinal 
products' , a period ofdaU! exclus ivity 'hall apply in acx:ordance with applicable EU prOC<ldures 
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Anex4 

Kontrata per fabrikim dbe analiza 

Ky kre shqyrton pergjegjesite e fabrikuesit 
kundrejt Autoriteve Kompetente lidhur me 
Autorizimin e Fabrikimit dhe Autorizimin 
e Tregtimit te I~shuar. 

1.1. Te pergjithshme 

Kontrata per fabrikim dhe analiza duhet tt! 
percaktohet of menyre korrekte, q! te 
shmangen keqkuptimet te dlat mund te 
rezultojne ne nje produkt ase nje pune 
jocilesore. Duhet te kete nje kontrate me 
shkrim midis Dhenesit te Kontrates dhe 
Pranuesit te Kontrat~s, e cila n~ menyre te 
qarte percakton detyrimet e seci ies paie. 
Kontrata duhet te paraqese qarte menyren 
nepermjet se dIes Personi i Kualifikuar 
ushtron per&iegjesin~ e tij te plote ne 
lejiminllirimin e «do numri serie te barit 
(produktit) per efekt sh itjeje. Te gj itha 
marreveshjet ne lidhje me kontraten per 
fabrikim dhe analiza, perfshire ketu dhe 
ndonje ndryshim te propozuar ptr 
marreveshjen teknike apo te tjera, duhet te 
jene ne perputhje me autorizimin e 
tregtimit per produktin ne fjal(!. 

Anex 4 

Contract Manufacture and Analysis 

This Chapter deals with the responsibilities 
of manufacturers towards the Competent 
Authorities with respect to the granting of 
marketing and manufacturing 
authorisations. 

1.1. General 

The contract for the fabrication and 
analysis must be correctly defmed, to 
avoid misunderstandings which could 
result in a poor quality product or work. 
There must be a written contract between 
the Contract Providers and recipients of 
Contract, which clearly defines the 
obligations of each party. The contract 
should clearly present the manner in which 
the qualified person exercises his full 
responsibility in allowing/releasing of each 
number of medicine series (product) for 
the purpose of sale. All agreements 
regarding the contract for fabrication and 
analysis, including any proposed changes 
to technical or other agreement, should be 
in accordance with the marketing 
authorization for the product in question. 

Anex 4 

Ugovor za fabrikaciju i analiza 

Ovo poglavlje razmatra odgovomosti 
proizvodaca prema kompetentnim 
organima U odnosu davanja dozvole za 
marketing i proizvodnju. 

1.1 . OpUe 

Ugovor za izradu i analizu mora biti tacno 
definisan, da bi se izbegli nesporazumi koji 
bi mogli davesti do lo§eg kvaliteta 
proizvoda iii rada. Mora da postaji pisani 
ugovor izmedu Davaoca Ugovora i 
Primaoca Ugovora, koji jasno defini~e 
obaveze svake strane. Ugovor mora da 
jasno predstavi na~jn na koji kvalifikovano 
lice vr§i svoju punu odgovomost za 
dozvoljavanjeJoslobadanje svakog broja 
serije leka (proizvoda) u svrhu prodaje. 
Svi sporazumi vezan i za ugovor 0 

izradivanj u i analizama, ukljucujuCi sve 
predloz.eue izmene tehnickih iii drugih 
sporazuma, mora da bude u skladu sa 
autorizacijom' za promet za proizvod u 
pitanju. 
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1.2. Dbenesi i kontrates 
a) Dhenesi Kontrates ~shte 

pergjegjes per vleresimin e 
kompetences te pranuesit [e 
kontrates me qellim te kryerjes 
se suksesshme te punes sf 
kerkuar dhe per sigurimin 
nepermjet saj, qe do te zbatohen 
parime! dhe udhezimet e Pill-se 
tf! bamave ashtu si¥ jane 
parashikuar ne kelt! udhezues. 

b) Dhenesi i Kontrates duhet te 
pajise Pranuesin e Kontrates me 
te gjithe informacion in e 
nevojshem per kryerjen ne 
menyre korrekte te operacioneve 
te kontraktuara, ne perputhje me 
Autorizimin e Tregtimit apa 
ndonje kerkese tjeter (igjore. 
Dhenesi i KontraH5s duhet te 
siguroje qe Pranuesi 
Kontrates eshte teresisht i 
informuar ~r ydo problem me 
produktinlbarin ase me punen e 
cila mund tt! paraqese ndonje 
rrezik per ambientet e tij, 
paisjet, personelin, materialet ose 
produktet e tjera. 

c) 	 Dhenesi i Kontrates duhet te 
sigurohet qe te gjitha produktet e 
perpunuara dhe materialet e 
dorezuara (fumizuara) atij 
nepermj~t Pranuesit te KontraH!s, 

1.2. The Contract Giver 1.2. Davaoc Ugovora 
a) The Contract Giver is responsible a) Davalac ugovora je odgovoran za 

for assessing the competence of procenu kompetentnosti 
the Contract Acceptor to carry primaoca ugovora, za uspe§no 
out successfully the work obavljanje potrebnog posla i da 
required and for ensuring by putem ugovora obezbedi cia se 
means of the contract that the princlpl i uputstva za DPP 
principles and guidelines ofGMP naglasenih U ovom uputstvu 
as interpreted in this Guide are primenjuju. 
followed. 

b) 	 The Contract Giver should b) Davalac Ugovora treba da obewedi 
provide the Contract Acceptor Primaocu Ugovora sve potrebne 
with all the infonnation infonnacije za ispravno obavljanje 
necessary to carry out the ugovorenih poslova u skladu sa 
contracted operations correctly in autorizacijom marketinga i svim 
accordance with the marketing drugim zakonskim obavezarna. 
authorisation and any other legal Davalac Ugovora treba da obezbedi 
requirements. The Contract Giver da je Primaoc Ugovora potpuno 
should ensure that the Contract svestan svih problema u vezi sa 
Acceptor is fully aware of any proizvodom iii radom, koji bi 
problems associated with the mogli predstavljati opasnost za 
product or the work which might njegove prostorije, opremu, osoblje 
pose a hazard to his premises. i drugih materijala iii proizvoda. 
equipment, personnel, other 
materials or other products. 

c) 	 The Contract Giver should~) Davalac Ugovora treba da obezbedi da 
ensure that all processed products svi obradeni proizvodi i materijali 
and materials delivered to him by dostavljeni oct strane Primaoca Ugovora 
the Contract Acceptor comply budu u skladu sa njihovim 
with their ~ifications or that specifikacijama iii da su proizvodi i da 

~" , 
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jan.:! oe ~rputhje me 
specifikimet e tyre dhe qe 
produktet jane lejuar/l iruar nga 
nj~ Person i KuaJifikuar. 

1.3. Praouesi i Kontrates 1.3. 
a) Pranuesi i Kontrates duhet Ie kete a) 
nt'! zote rim arnbientet dhe paisjet e 
duhura, njohuri dhe eksperience. 
personel kompetent per kryerjen ne 
menyre t~ suksesshme te punf!s se 
percaktuar nga Dhenesi i Kontrates. 
Kontrata per fabrikim mund te 
nderrnerret vett:!m nga nje fab rikues, i 
cil i eshte mbaj tes i nj~ autorizimi 
fabrikimi. 

b) Pranuesi i Kontrat~s duhet te 
siguroje q~ t~ gjitha produktet apo b) 
malerialet e dorezuara (furnizuara) 
atij jan! It! pershtatshme per 
q~lIimin e synuar. 

c) Pranuesi i Kontrates nuk do te c) 
kalojc: drejt nje pale t! trete ndonjc: 
pun~ t~ besuar atij sipas kontraU~s, 
pa vleri!simin paraprak. t~ Dh~n~sit 
te Kontrates dhe aprovimit te 
marreveshjeve. Marreveshjcl e bera 
midis Pranuesit te Kontrat& dhe 
I):do pall! te trete duhet t~ sigurojne 
qe fabrikimi dhe informacioni 
analitik eshte bere i mundur n~ te 
njejten menyre sikurse midis 
Dhenesit dhe Pranuesi t fillestar te 
Kontratt!s. 

the products have been released su proizvodi dozvoljeni/pusteni od 
by a Qualified Person. strane kvalifikovane osobe 

The Contract Acceptor 1.3. Primaoc Ugovora 
The Contract Acceptor must have aJ Primaoc Ugovora mora 
adequate prem ises and posedovati odgovarajuce objekte. 
equipment, knowledge and opremu, znanje i iskustvo, i 
experience. and competent strucna lica 1.3 uspdno 
personnel to carry out obavljanje posla odredenog od 
satisfactorily the work ordered by strane Davaoca Ugovora. Ugovor 
the Contract Giver. Contract za izradu mo}:e se preduzet i od 
manufacture may be undertaken strane sarno jednog proizvodaca 
only by a manufacturer who is koji je nosi lac dozvo le za 
the ho lder of a manufacturing proizvodnju. 
authorisation. b) Primaoc Ugoyora treba da 
The Contract Acceptor should obezbedi da svi proizvodi iii 
ensure that all products or materials rnaterijali koji mu se isporucuju 
delivered to him are suitable for budu pogodni z.a svrhu 1..3 koju su 
their intended purpose. namenj eni. 
The Contract Acceptor should not c) Primaoc Ugovora ne sme preneti 
pass to a third party any of the bilo koji posao koji je prema 
work entrusted to him under the ugovo ru peveren njemu, trecem 
contract without lhe Contract lieu, bez prethodnog ocenj ivanja 
Giver'S prior eva luation and od strane Davaoca Ugovora i 
approval of the arrangements. odobrenja ugovora. Ugovori 
Arrangements made between the izmedu Primaoca Ugovora i 
Contract Acceptor and any third treceg li cs moraju osiguravati da 
party should ensure that the proizvodnja i analiticke 
manufacturing and analytical informacije budu doslupne na isti 
information is made available in the naEin kao i izmedu Davoca 
same way as between the origin al Ugovora j prvobi tnog Primaoca 
Contract Giver and Contract Ugovora. -

~ '.. ....,) . '\ 
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d) Pranuesi i Kontrat~s duhet te 
shmanget nga 9do lloj aktiviteti i 
cili mund te ndikoje negativisht TIe 
ciJesine e produktit te fabrikuar 
dheJose tt: analizuar pef Dhenesin 
e Kontrates. 

1.4. Kontrata 
a) Nje kontrate duhet te hartohet 

midis Dhenesit te Kontrates dhe 
Pranuesit te Kontrates, e cila 
specifikon pergjegjesite respektive 
te tyre lidhur me fabrikimin dhe 
kontrollin e produktit. Aspektet 
teknike te kontrates duhet tt! 
percaktohen nga persona 
kampe'ente, zotl!rues te mire te 
teknologj ise farmaceutike, 
analizave dhe PMF-se te bamave. 
Te gjitha marreveshjet per 
fabrikimin dhe analizat duhet te 
jene ne perputhje me Autorizimin 
e Tregtimit, ~nl! dakort midis dy 
paleve. 

b) Kontrata duhet te specifikoje 
menyren se si Person i i 
Kualifikuar lejonlli ron serine per 
shitje, siguron q~ ~do seri ka qene 
e fabrikuar dhe verifikuar ne 
perputhjen me kerkesat e 
Autorizimit te Tregtimit. 

c) Kontrata duhet te pershkruaje ne 
menyre te qartl! se kush eshte 

d) 

1.4. 
a) 

b) 

c) 

Acceptor. 
The Contract Acceptor should 
refrain from any activity which 
may adversely affect the quality of 
the product manufactured and/or 
anal ysed for the Contract Giver. 

Tbe Contract 
A contract should be dra\¥I1 up 
between the Contract Giver and the 
Contract Acceptor which specifies 
their respective responsibilities 
relating to the manu facture and 
control of the product. Technical 
aspects of the contract should be 
drawn up by competent persons 
suitably knowledgeable in 
pharmaceutical technology, 
analysis and Good Manufacturing 
Practice. All arran gements for 
manufacture and analysis must be 
in accordance with the marketing 
authorisation and agreed by both 
parties. 
The contract should specify the 
way in which the Qualified Person 
releasin g the batch for sale ensures 
that each batch has been 
manufactured and checked for 
compliance with the requirements 
of Marketing Authorisation. 
The contract should describe 
clearly who is ~sible for 

d) 

1.4. 
a) 

b) 

c) 

Prirnaoc Ugovora treba 
izbegavati svaku aktivnost koja 
moze negativno uticati na 
kvalitet proizvoda koji je 
fabr ikovan Vii i analiziran za 
Davaoea Ugovora. 

Ugovor 
Izmedu Primaoca Ugovora 
Davaoca Ugovora mora se 
pripremiti ugovor koji ce 
odredivat i njihove respektivne 
odgovomosti koji se odnose na 
proizvodnju i kontrolu 
proizvo<la. Tehnicki aspekti 
ugovora ce se utvrditi cd strane 
kompetentnih liea koji s u 
eksperti u polju fannaceutske 
tehnologije ana lize i DPP lekova. 
Svi sporazumi za proizvodnju 1 
analizu moraju biti u skladu sa 
autorizacijom trgovine, 
dogovoreno izmedu obe strane. 

Ugovor bi trebalo da odredi 
nac in na koji kvalifikovano lice 
dozvoljavalizdaje serju za 
prodaju. obezbesuje da je svaka 
serija bila proverena 
proizvedena u skladu sa 
zahtevima Autorizacije Trgovine. 
Ugovor bi trebalo da jasno 
oQisuje ko je odg~)Voran za 
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pergjegjes per blerjen e 
material eve, analizen dhe 
iejiminllirimin e materialevel 
iendeve, ndennarrjen e kontrolleve 
mbi prodhimin dhe cilesini:!, duke 
perfshire kontrollet ne proces dhe 
se kush ka pergjegjesin~ robi 
marrjen e mostrave dhe analizat. 
Ne rastin e kontraktimit te 
analizave, kontrata duhet te 
dekJaroje nese Pranuesi i 
Kontrates duhet te marre apo jo 
mostra ne ambientet e fabrilcuesit. 

d) 	 Dokumentet mbi fabrikimin, 
analizen dhe shpemdarjen si dhe 
mastrat reference duhet te mbahen 
ase te jen~ te dispanueshme te 
Dhen~si i KontraU!s. N~ rast 
ankesash ase nje defekti te dyshuar 
ydo dokument q~ ka lidhje me 
vler<!simin e cilesise sl! nji! 
produkti duhel te jete i 
disponueshem dhe i specifikuar ne 
procedurat e defek:tlterheqjes te 
Dh~nesit te Kontrates. 

e) 	 Kontrata duhel tl! lejoje DMnesin 
e Kontrates per te vizituar paisjet e 
Pranuesit te Kontrates. 

f) 	 Ne rast kontraktimi te anali z8ve, 
Pranuesi i Kontrates duhet te 
nenkuptoje qe ai eshte subjekt 
inspektimi nga autoritetet 
korn etente. 

-


purchasing materials, analyzing 
and admitting/releasing 
materials/substances, undertaking 
production and quality controls, 
including in-process controls, and 
who has responsibility for sampling 
and analysis. In the case of contract 
anal ys is, the contract should state 
whether or not the Contract 
Acceptor should take samples at the 
premises of the manufacturer. 

d) 	 Manufacturing, analytical and 
distribution records, and reference 
samples should be kept by, or be 
available for, the Contract Giver. 
Any records relevant to assessing 
the quality of a product in the event 
of complaints or a suspected defect 
must be accessible and specified in 
the defect/recall procedures of (he 
Contract Giver. 

e) 	 The contract should pennit the 
Contract Giver to vi sit the facilities 
of the Contract Acceptor. 

f) 	 In the case of analysis contract, the 
Contract Acceptor should 
understand that he is subject to 
Inspection by the competent 
Authorities. 

nabavku materija la , analiz u 1 

dozvolj avanje / odobravanj e 
materijala I substance, 
kontro lisanje pro izvodnje i 
kvaliteta, ukljucuju6i kontro le u 
procesu, a ko ima odgovomost za 
uzimanje uzoraka i analiza. U 
slucaju ugovora ana liza, ugovor 
bi trebalo da deklariSe da Ii 
Primaoc Ugovora treba da uz.me 
iIi ne uzorke u prostorijama 
proizvodaca. 

d) 	 D okumenti 0 proizvodnji, anaHzi 
i distribuciji i referentni uzorci 
treba da se cuvaju ili budu 
dostupni kod Davaoca Ugovora . 
U slucaju faLbe iii sumnje za 
defekt, svaki dokument vezan za 
procenu kvaliteta proizvoda mora 
biti dostupan i specifikovan u 
procedurama za 
defekt/povlacenje Davaoca 
Ugovora. 

e) 	 Ugovor bo trebalo da dozvolj ava 
Davaocu Ugovora da poseti 
postrojenja Primaoca Ugavora. 

f) 	 U slucaju ugovora analiza, 
Primaoc Ugovora treba da bude 
svestan da je predmet inspekcije 
kompetentnih organa. 
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Kosovo Medicines Agency 

Aoeksi 8-Tarifat e DAM! tariffs in the DAM! tariCe odelenja AM 

SCHEDULE OF FEES FOR MARKETING AUTHORISA TlONS 

An applicant must pay the marketing authorisation fee (including expert examination costs) according to 
the fo llowing fee schedule. 

TYPE OF APPLICATION 
A. Marketing Authorisation (5 years) 
1. Origi nal medicinal product under co mplete and independent procedure (for each strength 
and fonn) 
1.1 for each additionru fonn 
1.2 for each additional strength 
1.3 for each additional package 

2. Medicinal product under EU- Centralised procedure EMA-CPP (for each strength and 
form) 
2.1 for each additional form 
2.2 for each additional strength 
2.3 for each additional package 

3. Medicinal product under EU- DeceDtrali!led procedure (for each strength and form) 
3. 1 NCflNBE 
3.2 Generic 
3.3 for each additional fonn 
3.4 for each additional strength 
3.5 for each additional package 

4. Medicinal product under Unilateral recognition procedure (for each strength and fonn) 
4. J for each additional form 
4.2 for each additional strength 
4.3 for each additional package 

5. Medicinal product under W ell Established Medicinal Use (bibliographic) procedure (for 
each strength and form) 
5.1 for each additional form 
5.2 for each additional strength 
5.3 for each additional package 

6. Medicinal prod uct under Essential Similarity (Informed consent) procedure (for each 
strength and form) 
6.1 for each additional fonn 
6.2 for each adclitional strength 
6.3 for each additional package 

7. Medici naJ product under Essential Similarity (Geoeric aDd Generic different) procedu re 
(for each strength and form) 
7.1 for each additional form 
7.2 for each additional strength 
7.3 for each additional package 

112 

Fee(Euro~ 

2,000 

750 
500 
250 

2,000 

750 
500 
250 

2,000 
1,000 
750 
500 
250 

2.000 
750 
500 
250 

1000 

750 
500 
250 

1,000 

750 
500 
250 

1,000 

750 
500 
250 



Kosovo Medicines Agency 

8. Line extension (Reference strength and form) 
8.1 for each additional fonn 
8.2 for each additional strength 
8.3 fOf each additional package 

9. Traditional Herbal medicinal product 
9.1 for each additional form 
9.2 for each additional strength 
9.3 for each additional package 

10. Medicinal product under Simplified procedure pursuant 
of the AI Nr.1712013 (for each strength and fonn) 
10.1 for each additional form 
10.2 for each additional strength 
10.3 for each additional package 

II .CPP Certificate 
12. Regulatory or Scientific advice to applicant 

I3.Variations 

13.l.Type I variation 
13.2. Type II variation 

14. Renewal 

1000 
750 
500 
250 

1000 
750 
500 
2S0 

to Article II 2000 

750 
500 
250 

1000 
50 

200 
400 

Renewal fee will be the half of payment from the fee which has been paid depending on the type of 
application for Marketing Authorization. 
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