Republika e Kosovés
Republika Kosova-Republic of Kosovo
Qeveria - Viada - Government

NISTRIA E SHENDETE STARSTVO ZDRAVSTY INISTRY OF HEALTH

Udhézimin Administrativ (n€ Sh¥ndetési) Nr, 20/2013 Pér Plotésimin dhe Ndryshimin ¢ Udh&zimit Administrativ Nr,17/2013 Mbi Autorizim té
Marketingui pér Plasimin ¢ Produkteve Medicinale né Republikén e Kosovés

Administrative Instruction (Health) No. 20/2013 for ammending Administrative Instruction No.17/2013 For Marketing Authorization to be placed in the
market of the Republic of Kosovo

Administrativno Upustvo({ Zdravsivo) br. 20-2013 o izmeni Administrativnog Upustva br.17/2013 O ovlai¢enju medicinskih proizvoda za plasiranje na
triifte Republike Kosova



Ministri i Ministrisé s& Shéndetésisé,

Né& mbéshtetje t& nenit |18 paragrafi 10, t& Ligjit
Nr.03/L-188 pér Produkte dhe Pajisje Medicinale
(Gazeta Zyrtare Nr. 84/03 Néntor 2010), nenit ¥
nénparagrafi 1.4 & Rregullores Nr. 02/2011 pér
fushat e pérgjegjesis€ administrative & Zyrés s&
Kryeministrit dhe Ministrive si dhe nenit 38
paragrafit 6 t& Rregullores s& Punés sé Qeverisé
Nr.09/2011 (Gazeta Zyrtare Nr. 15, 12.09.2011),
nxjerr:

Udhézimin Administrativ (né Shéndetési)
Nr.20-2013 Pér Plotésimin dhe Ndryshimin ¢
Udhézimit Administrativ Nr.17/2013 Mbi
Autorizim té Marketingut pér Plasimin té
Produkteve Medicinale né Republikén ¢
Kosovés

Nemi 1
Menit 5 t& Udh&zimit Administrativ barik,

paragrafit 2 i shtohet nj¢ nén paragraf i i, si né
tekstin né& vijim:

|.Pér produktet medicinale 1€ cilat nuk posedojng |

autorizim marketingu n& Kosové pér terapi

individuale p&r pérdorim 1€ méshirshém.

! Minister of Ministry of Health,

Based on aricle 93, paragraph 4, of the
Constitution of the Republic of Kosovo;l based on
article 20, paragraph 20.1 of Law 2004/50 on
Private Health Activities; taking into consideration
article 38, paragraph 2 and 6 of the Work
Regulation of the Government of the Republic of
Kosovo No.09/2011 and article 8 and Annex 9 of
Regulation No.02/11 on the Fields of
Administrative Responsibility of the Office of the
Prime Minister and the Ministries, issues the
following:

Administrative Instruction (Health) No.20-2013
for ammending Administrative I[nstruction
No.17/2013 For Marketing Authorization to be
placed in the market of the Republie of Kosovo

Article 1

Article 5 of the Basic Administratice Instruction, to
paragraph 2 is added a new sub-paragraph as

tollowing:

1.For medicinal products that do not have
marketing anthorization in Kosovo for individual
therapy in compassionate use.

Ministar Ministarstva Zdravlja,

Na osnovu ¢lana 93, stav 4, Ustava Republike
Kosova, na osnovu ¢&lana 20, stav 20.1 Zakona
br.2004/50 o privainoj zdravstvenoj delainosti ;
uzimajuci u obzir ¢lan 38 stav 2 1 6 Pravilnika o
radu Vlade Republike Kosova br. 09/2011 i ¢lana 8
Priloga 9 Pravilnika br. 02/11 o oblastima
administrativne odgovornosti Kancelarije Premijera
1 mimstarstava, donosi:

Administrativao Upustvo{ Zdravsivo)
Br. 20/2013 o izmeni Administrativnog Upustva
br.17/2013 O ovlaiéenju medicinskih proizvoda

za plasiranje na trziste Republike Kosova

Clan 1
Clan 5 bazidnog AU , stav 2. dodaje se nova tacka ,
kao u sledeéem tekstu :

1. Za lekovi koji nemaju dozvolu na Kosovu za
individualnu terapiju za milostivosti upotrebu .




Meni 2

1.Neni 10 i Udhézimit Administrativ bazik
paragrafi 2, nén-paragrafi 2.6, ndryshohet dhe
plotésohet si né€ tekstin né vijim:

1.Mock-up né alfabetin latin ose n& gjuhét zyrtare
t& Republikés sé Kosovés kur nuk éshté né alfabetin

latin,
2.Nén-nénparagrafi i Udh&zimit Administrativ
bazik 2.6.1, 262, 263, 264, 2.6.5.2.6.6, 2.6.7,
2.6.8, 2.6.9. fshihet nga teksti i Udh&zimit.

Neni 3

Neni 11 i Udhézimit Administrativ bazik, paragrafi
2, nén-paragrafi 2.5 ndryshohet si n€ vijim:

Mock- up si né nenin 10 paragrafin 2, nén-
paragrafin 2.6 1€ k&t Udh&zimi Administrativ.

Neni 4

Neni 13 i Udhézimit Administrativ bazik, paragrafi
2, nén-paragrafi 2,5 ndryshohet si n€ vijim:

Mock- up si né nenin 10 paragrafin 2, nén-

paragrafin 2.6, t& kétij Udh€zimi Administrativ
Neni 5

Neni 20 i Udh#zimit Adminstrativ bazik pas Nenit

21 fshihet dhe béhet Neni 22 i ¢ili ndryshohet dhe
plotésohet si né vijim:

Article 2

Article 10 of the basic Administrative Instruction ,
paragraph 2, sub-paragraph 2.6, is amended and
added as in the following text:

I.Mock ups in latin alphabet or in official
languages of the Republic of Kosovo, when it is
not in latin alphabet.

2. Sub-paragraph of the Basic Administrative
Instruction 2.6.1, 2.6.2, 2.6.3, 2.6.4, 2.65.2.0.6,
2.6.7, 2.6.8,2.6.9. is deleted from the Instruction
text.

Article 3

Article 11 of the Basic Administrative Instruction,
paragraph 2, sub-paragraph 2.5, is amended as
follows:

Mock up as in article 10, paragraph 2, sub-
paragraph 2.6 of this Administrative Instruction.

Article 4

Article 13 of the Basic Administrative [nstruction,
paragraph 2, sub-paragraph 2.5, is amended as
following:

Mock up as in anticle 10, paragraph 2, sub-
paragraph 2.6 of this Administrative Instruction.

Article 5
Article 20 of the Basic Administrative instruction

is deleted and becomes Article 22 which 15
amended and added as following:

Clan 2

I. Clan 10 Admimstrativnog Upustva | , stav 2,
tacka 2.6 , se izmeni i dopuni se u sledeéem tekstu :

1.Mock-up latinske azbuke ili na sluzbenim
Jezicima Republike Kosova kada nije po latinskoj
azbuci.

2. Clan - tatke Administrativnog Upustva 2.6.1 ,
262,263,264,265266,26.7,268,
2.6.9. bride se od teksta ovog Administrativnog
Upustva.

Clap 3

Clan 11 osnovnog Administrativnog Upustva, stav
2, tafka 2.5 menja se i glasi:

Mock-up kao u &lanu 10, stav 2 |, taéka 2.6 ovog
Administrativnog Upustva .

Clan 4

Clan 13 osnovnog Administrativnog Upustva, stav
2, tafka 2.5 menja se i glasi :

Mock-up kao u &lanu 10. stav 2 | 1atka 2.6 ovog
Administrativnog Upustva .

Clan 5
Clan 20 Osnovnog Administrativnog uputstva 21

brise se i slededi ¢lan je ¢lan 22 | koji se menja i
dopunjuje glasi :




[1.Tarifat q¢ duhet 18 paguhen pér shérbimet né
AKPM jané t& péreaktuara né ankesin 8.

Meni 6
Neni 21 fshihet dhe b&het neni 23, dhe i shtohet
ankesi & n& Udhézimin Administrativ bazik.

Neni 21 paragrafi 7 i Udhézimit Admistrativ bazik
citojmé: NE kété rast vlen pér produkiet e prodhura
né Turgi plotésohet si né vijim:

Né kété rast vlen pér produktet ¢ prodhura ng Turgi
té cilat kané 1 drejté 1& Autorizimit pér Marketing
né TurqL.

Neni 7
Hyrja né fugi

Ky udhézim administrativ hyn né fugi dittn e
nénshkrimit nga ana ¢ Ministrit.

nistri i ShEndetésisé
.Ag mi
J“,.ﬂ'l.a'n"':n""l. -
/

Prishtiné,

19/11/2013

Mi
[ D

Service fees which has to be paid to KMA arc |
defined in Annex 8.

Article &6
Article 21 is deleted and becomes Article 23, and

15 added o it Annex ¥ in Basic Administrative
Instruction.

Article 21, paragraph 7 of the Basic Administrative
Instruction we cite: In this case it is valid for

medicinal products manufacured in Turkey 1s
added as follwing:

In this case it's valid for products manufactured in
Turkey which posses the right of Marketing
Authorization in Tureky.

Article 7
Entry into the force

This Administrative Instruction enters into the
force afier the signature by the Minister.

Prishtina, Minister of Health
19/11/2013 Ferid Agani

e ool st

|. Tarife za usluge koje treba da budu plaéene za
usluge u KAMP su navedene u aneks 8 .

Clan 6

Clan 21 se bride i postaje &lan 23 , dodaje mu se
aneks 8 u ovom Upustvo.

Clan 21, stav 7 osnovnog administrativnog
uputstva citiramo: UJ ovom se sluéaju odnosi na
proizvode proizvedene u Turskoj

dopunjen na sledeci nadin:

U ovom sluéaju se odnosi na proizvode
proizvedene u Turskoj koji imaju ovla$éenja
Marketinga za stavljanje u promet u Turskoj .

Clan 7

Stupanje na snagn

Ovo Administrativno uputstvo stupa na snagu na
dan potpisivanja od strane ministra .

Prishtina, _ Minister of Health

19/11/2013




KMA Application Form V2 31102013

KMA MA Form No. 1

Kosovo Medicines Agency
Agjencioni | KosovEs pér Produkte Medicinale i E
Rrethi i Spitalit (QKL/) 10000, Prishting, Kosové CAPIION SRCOS R WATE
Tel; +381 (38) 512 066; Fax:+381 (38) 512 243 3
www.akpm-rks.org VA Ne:

T (KMA o fll owt)
Declaration » nature

Product (invemead) namae:

Strength(s):

Pharmaceutical form:

Active substance(s):

Applicant:

Person authorized for
communication on
behalf of the applicant®:

It iz hereby confirmed that all existing data which are relevant wo the quality, safety and efficacy of the
medicinal products have been supplied in the dossier as appropriate and samples of the finished product,
active substance(s) and excipient(s) sufficlent for analysig**.

It is hereby confirmed that the marketing authorization fees have been paid to the Kosovo Medicines
A,gency“'.

On behalf of the applicant
Signature

Mame

Function

Place Date (yyyy-mm-dd)

1713



KMA Apphcaton Form V2 31102015

* Attach letter of authon zation for communicalion/signing on behall of the applicant and agency
RgTecment 23 Annex 5.1' © and proof of legal establishment of authorized person in Kosovo as Annex
52 a

** Attach two samples (in final immediate packaging without final [abelling) in sufficient quantity

to permat a full assay and the verification of the control methods used by the manufacturer (and

reference substances if referred 1o in the testing procedure if requested) as Annex 53 O

*** Antach proof of payment 2s Annex 5.4° O

213




KMA Applicanon Form V2 311022013

1.1 Type of medicinal product™

(1) Chemical active substancels) | | {v) Diictary supgilements

(i) Piclogical active substance(s) [_] (i) Vrtaming end mineral substances
() Radwphanmaceutical I:I {winy H: pathic

(v} Herbal O [viii) Advanced therapy

(i) Orphan / Exceptional
{x) Other (Specify}

0000

(Mark rebevan boxes) with X)

1.2 Type of application

(i1 Complore and independent {Stand along} []*
= Mew petive substance O
= fnown acuve subsunee O

(.. New fixed combinanion []°
i), Sumolil I .
(2) Well Estsblished Medicinal Use (bibtiographical} [ ]°
(b) Essential Simillarity {Informed consent) [ ]’
Exasting authorized praduct (in EUF Member State, or EU-nocessing sise);
= Marketing awthorzauon holder,
= Marketng authormivon mmber(s):
= Anuch lates SPC and package keafletas Aanex 55 O
= Anach informed congen leter of marketing suthorization holder of suthorized medicinal produer as Annex 5.6 O
(2) Essemzal Similurity (Generig) ®
1. Crigzng) medicinal product {autharmed for ned less than 10 years in either an EL] Member Staie or EU saccexsung state).
+ Produti niime, sttength, pharmaceatical foem:
Markeling dothorzntion hakder

Furst authofizaiion date (yyyy-mm-dd):
Smie where fiest aothorined.

« Afach ltest SPC and package leaflel &5 Annex 5 50

o

il Reference mediciral product (if different from te ongmal medicine] proeduct, dee reference medicinal produst should have g
valid fall non abndged dosseer avalable and should be currently marketed in either an EC Member Sdats, or EU-accessing
skaie}

# Product nnme, stength, pharmaceutical form:

#  Muarketing autharization halder

# Marketing aulhartabion number(s):

& Seake wihene first suthorismed

= Angch lutest SPC and package leafber ag Asnee 3.5 O

L. Miedu: miad Product used e bioaquivalencs stidy {where applicable)
% Produet rame, strength, pharmaceutics] form,

» Marketing authorizasen holder;
s Smie of source:

nsz


http:holderofauthoril.ed

HMA Application Form Y2 31 10623013

() Essential Similarity (Generic different) [ ]°
I. Original medicinal produst (outlwnized for not less than 10 years i either an EU Member Stue or Bl l-accessing siaie):

# Product name, sirengih, pharmaceutcal form.

& Marketng authorcabon holger:

& First authonoadon date (yyyy-mm-ddy,

# Siabe wheooe first antharnzed:

& Amnch Lilest SPC and package leafet 25 Annes 55 O

T, Reference medicinnl product (if different from ehe onginal modicinal product) {markeied in EU Member Stz or EU-
soceaking stabe )

Proufuct name, sinength, pharmeccutical form-
Marketing authorizaton halder

Macketing suthariztion rnemben(s)

Stte where first sutharized:

Attsieh Iaiest SPC and package leaflel s Annex 5.5 O

NI Medicmal Product veed for bicequivalence study (where applicable):

& Priociecl nome, sinength, pharmaceuiice] form:
= Mockcting aulhorizatsn hidder:
* St of souros

IV Differences compared w e originalirelference modsenal product:

¢ Different pharmaocutical form O

¢ Dilferent stremgth(s) (quaninsbive change 1o the aclive substance(s)) O
& [hiferent route of sdmcnstrutbion O

+ Different pharmacokinetcs (includmg differcm bmeailabiling) O

& Different therapeutic wss O

& {ither difference(s) {specify )

(&) Vitaming f niineral substances ]

{8) EU- Centralized /EMA- CPP[]"
= Submii decumentation speeilied mnote |1 as Anmex 54 O

(h) EL ~Decentratized [
& Submil docudenialion specifed in nobe 17 g5 Annex 5.6 O

() UnilsteralMutand recognation [
» Reference EU Member Sww /
s Product ngme, sirength, pharmecepbcal form,
s Marketeng puthonzapon holder,
& blarketing sufhoroaion rumber(x)
& Suhmi other docomeniaion specified m node 13 o Annex 56 O

: I . DII
* Referenos strength and form

(v). Herhal {trnditiceal) medicing! praduey ('
F " i I 5 I I DFE

(vili) Simplified progedure pursuant 19 Arigls 11 of the Al Nr.172013 []7

[ 23 Praposed therapentic indications s

4/13


http:yyyy-mm.dd

KMA_Application Form V2 31.102013

2.5 Route(s) of administration’”
g and i) (attach list of Mock-ups or Samples/spovimens as Annex $70) j

O M i (1) Owter puckaging: (i) Package sireqs)
(v} Shelf life (o specified in the 221 -::': ;H faner fiest apening (¥i) Shell life {afler reconstiution or dilutian):
SPC proposall :
{wii} Storage conditions: :
e, e o

2.7 Summary of Product Characteristics (SPC) ™ (antach a3 Annex 5.8 O) ]
| Enguisn []  Other languages (optionat) [ (Specifyy

e wudh:lnl.] prmnpmn L1

]fxu'nmllnrmdl:md prmnpnm .

{1} prexcriplion which may be outomubically renewed D {iv]) product on festhicded podseriplon D

(i) preseniption which may nﬂ be autematically renewed D (v product for we orly m in-galient health fzeilites D
Ll

i1y prodhuect on 5 ion
Promoiion of prodwcis pop subjes o madtlmﬂvmnplmn'

Promotion 1o health eare professionals onky Progmation o the general public und health care professionals | |

211 *Birth date” of the for ance purposes”
EU Interngional
Active substance contsined m & medicinal product registensd i the world mone than 5 years ‘mD N-uD_

m{}:ﬂu&-: Mqu-mmum h terms of the sctive substance(s) and the exciplents)
| Dosage type (g capsule}
Hume Cnaantity Uit ReferenoeMonograph standand

Active substancs (5]

Excipient (3} ampoules

Details of any averuges should mot be included in the formulation columns but dled below
= gotive subsumos(s)
= gxcipienis).

M3



= KMA Apphicaiion Form W2 31,00.3013
{ii} Are materinls of animal und / or human origin contained or wsed in the maoefacturing process of the medicins! product”

Ne [

Yies [ (i yes, please fill out the separats form aftschod o this spalication form ind aftsch & Anncx 5,100 atimeh Ph. Eur
Certifican of Suimbility for TSE if availahle 1z Annex 5.1 O o ot avnilable inchede sppropriats dota in the doasier)

(i) Does the medicingl product contain or consist of Genetically Medified Organisms (GMOs)?
e [

Yes D (i ves, complete relavant section of Annex fo CTD Module LEL Part 1)

Company rdimas.
Address

Coumtry,

Tel,

Fax :

Cormaet perzen ai this address.

(i) Authorized person in Kosove: 1
Mlasie
Company name
Address
Tel
Fax:
E-mpal:
| = Anach of anomey. af contract with MAH of esablishment of guthoroed person as Annex 320
(i) Dmalified person for Pharmacovigilsnce™ :
Mums:
Cormpany mame.
Adgresa
Tel
Fax:
Eneruil

L Ausch CV and eopy of eontract of gualified person for pharmacovigilance with MAN s Annex 51203

s e | a1

(1) Autborized manafacierer(s] (or importer) responsibie for bafch release {23 shown in the packags leafiet ind where
applicable in the labelng):

Coampany name
Address:
Country:
Tel.

Fax :

E-mail.
Cantact person of this address’

Manofaciuring Authorzation npméber, ]

»  Attach original fcopy of vilid manufacturing suthorizatian (Anmex 51310
Attnch lobest GMP certificats ( ARnex 5. 161

For Blosd Mroducts and Vacelnes:
Diewails of the smiz fabomiory of lborilory designated for thar parpose (OMCL) where e officel bateh release takes ploce.

hame:
Address
Country
Tek
Fax:
E-mail

613



http:ID.Itnl.ls

KMA_Apphication Form V2 31.10 2013

(i) Munulacturer(s) of fhe medicing! product und site(s) of manafacrure (including a descrpiion of the manufacturing sieps
performed)

Company name,

Address

Country:

Tel

Fax :

E=ttinl:

Contact person ol this addness:
Boeldescription of manufseturing steps perfommesd

Manufacturing Authonizalion number:

*  Aunchongingl Jeopy of valid manufienuning sutharmaton (Annex 519510
o Amach lotes GMIP certificar (Annex 5.14)

T3



KMA_Applicoion Form Y2 31102013

(i} ManuTactarer of the active l.lhﬂ.tﬂl}-‘:
1 Subutance?

Company name,

Address

Tel;

Fax;

{a} Has & Ph. Eur. Certificate of Sultablfity been issued for the active substance(s): [ Ne [ Yos

If yes,
= substance:

= manufpcnarer name;

+  reference number,

» e of las update (s mm-dd).

«  provide copy of Certificaie of Sutability as Annex 5,18 O

b I+ & European Drug Master File to be used for the active substnze(s) rafenence / ariginal® D No D Yes

I yes,
*  subsience;
*  manufbcharer name
*  peference mumber.
*  dase of iast updaze (o mer-od),
= anach beter of access fior the Fosove Medicines Agency
-

sttach copy of writien confirmauon from the manufaciurer of the active submance 1w inform the applicant in case of
mesdification of (e manefciheng pooos or specilicabions as Annex 5 19 O

Provide statement From competent authatity tat candueted last GMP inspectien that site is GMIF compliant {for each sie) as Annes

5160

ar

For cach active substnce, atach 3 copy of Qualified Person declaration that the aciive substance 15 manufactured in compliamce
with the detatbed guidelires on gocd manoficturdg pracinid R starting matonaks {Amnex 5. 16)

*  atach copy of wrillen confrmanan from the manufacwrer of the netive subsiance t infarm the applicant i ease of
modification of the manufacunng process or spectfications o Annex 5,19 03

() Contracl companies ised for hioavaikability ! bioequlvibence oF wsed for the validation of blood product manufacturing
processes

Manufaclurer nume

Addreda:

Tel:

Frox:

E-mail:

Duty performed accord ing 1 caniract

Locaiipn af performance of analytical texis and clinscal data collecion:

B3

-
c, I

i ’
HPE



!'.MA .Apphmm?’wm "l’I 3, ll.'l-ll.'ﬂ!

(i} Authorization in couniry of arigin

Country:

Date of awthorization (mme-mm-t,

Ivvenied name:

Ahoruranion number:

Aunch copy of marketing authorization in Annex § 200

(i} Autharbation in third couniries

Country,

Doute of authorizmion | yvy-mm-as):

Invenicd name:

Authonzabon number:

& Atach copy of markeimg authorzation in Annex 5 200

{ili) Peading
Caointry:
Daste o Subam seaich () -mmr-da):

{iv) Relosed

Cosntry:

Dare of refusal {y))-mm-dd):
Revson for refusal:

{v} Withdrawn {by spplicant before suthorization)

Courmry:
Date of withedruwal (rean-mmr-Za:
Beason for withdmowal -

(vi) Withdrawa (by applicant after authorization)
Counory.

Drate of withdrawal (gpe-nur-ddy

Entedirbid P

Authortzation number

Reanon for withdrowal,

(vil) Suspended/revaked (by competent authority)
Counoy,

Drale of suxpension'revocation {pop-mm-dd)
Inverlad namie:

Reusen for suspensionrevecation:

meaneese™ [T T TTTITTTTTITT]

{iii} Intcllectual property protection (o be spplied for in l{munn;

»  Prductcomposition [ N0 []Yes (il applicable, stsach declarstion of originality as Annex § 210
*  Trede name [ne [yes (ifapplicable, atiach declaration of originality as Annex 521 O)

013



EMA Applicatien Form V2 31102013

i..: of authoruation B Yer A
M nrmmrnm
oo y:mmj s Wtion on behalf of the applicant{MAH) and agency agrooment D D
52 I'rnnfnl‘l_egl establishment of sutharized person in Kosove I'M I
Samples of the finished medicinal produoct
53 m submtance] ), excipsent{s) and reference tubstances [if requesied from Control Labomtory of O O
54 Evidence of fee payment L] 0
Y] Packagong mock-ups o¢ samples/specimens attached 10 the spplication — = ]
56 SPC proposal (in English language) |
57 Paczage leafled / PIL./ Peckage insen proposal (in Afbanian & Serbian linguages)
55 Materials of unimal/human o orgin form completed
15 FhoEyr, Certificate of Sanobnliy for TSE
s10 Atnch(:?mdmprufwm of qualified person for pharmacowvigilance with MAH a2 Annex 3.13 O
5.11 Harl-l-ﬁdm‘rn', suthoration for manufsciurer ::hnumghdciﬂ{mglml or copy) I .

512 Manufecluring euthorization for 8l manufacunag sikes mentioned n the spplicaison {ﬂr‘ng-um] or copy)
Satement from competem aulhonity Tl conducted 1as GMP mspeviion 1hat sie & GMP curmphant {for

w13 each stz inchesding manufacturer ol the active substenceix), or Declarabon From Cualificd Pergon from D D

Batch release That the seiive substance |5 manufisieed m complionce with 1 detailed gusdelines on good
| manuficlunng practice for starting matenals .

514 CPP {origunal]

£15  Ph Eur Cenificate oF Sultability o Drug Master File(s)
Copy of marketing avthonzation{s) in country of origin and third countries {a plotogopy of the pages

516 which give the markéling authonzalvn rember, the date of muthanizetion and the page winch has been D
sigmed by the authonzing compasent suthority)

217 Dectauration of orgmality {copy od property protection]) il applicable

518 CTD Module | Adminsirat ve informaiion

T2 Bom of full dossier | pharmbridge DAMOS format / PDF 7 HITML / XML (in addition 1o the paper

513 documeniztion of slentical content}
24 SPC. package leafel (PIL) and meck-up in the required langoages on a CD n Ward format

51% CTD Maduke 2 CTD Summares
520  CT0 Madule 3 Chemical, pharmaceatical ond biological information
521 CTD Module 4 Non clinkal reports
522 CTD Modube 5. Clindcal $tudy reporis
O DO

Mumber of pages added by (he aoplicant bacauss of lack of Space in any pan of the applization form:

All documentation: sabmbned [ not submitted
All pages and volumes present and marked;  yes /o
Documentation: mecepted / not seeepted
Documentativn not accepled for reasons

Siguatars of KMA sificer:
Date: ' ; (KMA to fill )

3



EMA Applecaton Form V2 31,10.2013
Instroctions for the applicant

The application form may be completed by typewriter or computer, [ there is mguffivient space to complete any pant
of i application form, pleass use additional pages, which then will become an integral pant of the application. [a the
appropriate parl, specily that there is an additional sppendix, References o already submitted documentation are net
permitied. The application should be completed in compliance with valid KMA guidelings o olber documents thal
are referred to. All guidelines can be fownd om the KMA web site | e} or arg abfainable directly from the
EMA premises,

1. Any legal or physical ennity, suthomzed by the applicant to communieate with KMA is considered s the authorized person. This
perzon submits 10 KMA the officially verified suthorranon by the applicant. Each applicant without 2 permanent residence o a
regustered office m Kosovo has a duty 0 suthorios an authoruwed person with an address in Kosove o submit the applicaton and to
comrmumicate with KMA - The following documents should be provided;

* & levter of authanzation to commaunicate on behall of the applicent (MAH) and onginal of agency sgreement or o legaily altested
oopy of the ageney agréement between the applicant™AH end the authonoed person {attach as Annex 5,1 1o the apphication ),

* proof of the icgal establizhment of the suthorized person in Kosove, ¢ g cemificale of regodmation of o legal entity with the
relevant eompetent suthonity i Kesowo (aftach to the application as Arnex 5 2)

L Marketing autheration fee payment. The schedule of fees i3 et oat ax KMA gudehne KMAG2D w the MA Regulation,
Payment method: this should be paid to KMA Account. Pay fo:

Haiffcisen Zentralbank Osterreich AG SWIFT/BlC-Code: REBAATWW Bank Son Code: 31000

Alccosnt: Centrul Bank of the R{publij: of Kosovo

Account no: 55044937

[BAN: AT2631000000550449357
For further credit vo: . pdase dnsert bere the finad beneficiary's account details {nawme + runsbyr) in thic care Agiensioni i
Produksere Mediinal and aceonnt sivnrber JO004000 70002508

The liee shall be pasd before submission of the applscation, Evidence of foe payment: a copy of the bank wensfer statement should
be provided as a part of the spplization documentoton. The morketing outhorzation procedure can only procesd when the fee is
paid,

3. A product can fall inio more than one caegory simultaneousty. Biologioal achive substances) inclodes medicinol products
derived from bloed and plasma and immunologicsl produets. Advaneed therupy medicinal products means ony medicinal produe
bascd on processes focused on vanous gene tensfer-produced bo=malecules, and biologically sdvanced iherapeytic modified celis
and tRsucs a8 active substances or parl of active substanccs. Ophan applics (o medicinal prodects defined by the FMEA as

possEssing s and excoplional apphies o medicmal products for which 2 MA may be granted under exseptional

clrcumsiances:

4. A complewe and ndependern application (stand alone) requires a complete dossier with administrative, guality, pre-clinical and
climcal data. A new active substance refers to a constisutent of 3 product nos yet authorzed by a compesent authgrity; 3 kngwn
achive substance refers 1o 8 conslituent of 2 prodect alfeady authdrized by a competent authinty whalhér by the same or & different
merketing suthorenon hokder

5. For a now pradust containing known actve submanses not used provicusly m combination (30 called new froed combination),
complee adminisrative, quality, preclmnieal and climical daw on the combination only should be provided. For line exiensions of
new e combmaton npplicntions, cross reference can only be made to pre=clinical and clenical dain.

&, For applications under the well exiablished medwinal use simplificd procedure, reler to gusdelines 3et out in Anncx 3 o ihe
Kosove marketing sulhor ration Administrative Insinscton.

7. An appheabon umder the exsenbial simabarity (informed consent) procedure requires consenl being by the exming markeiing
authorization holder (o use ther data mn support of this applicatson. Complets admmsizstiveg and quahity data should be provided
with consent o pre-clinical and clincal data The authorized product and the nformed cotsenl application can Rive thi Sams o
Aifferent MAIL

8 For an application under the assennal similarty (genens) procedure, refer o guidzlines set cul n Annex 3 10 the Kosovo
marketing authorzainon Adminisimtive Insinection,

9. An applicatinn undar the sssemtial similarity (generic different} procedurs concems essentinlly similar generic medicinal producs
vt have o dilferem terapeutic use, route of administiration, dosage or pharmacological presentation io the onpgmalinference
medicingl product The remii of appropriate locological and phormaecological tests andfor of nppeopriale clincal mals must be
provided conceming the indicalad differences and refer also te KMA guideline KMAGY V110805 w the Kosovo marketing
guthosization Adminisirative Instructzon coneeming demonsration of bicavailabality and bigequivolence,

10, A MA application for a vilamin/mmeral subsiance moust nclude complete administrative and quality daw If necessary, the
Kosavo Medieines Agency may fequest than the applicart provide nformation conceming the combmations of vitamin and
mingrals nnd the efficacy and safety of the quantities of vilamins and minerals used in the combinanons.

11. Morketing sothorizanon following EU centrolised procedure. IF the apphicant i3 following this provedure for marketing
suthorization of s product{s) in Kosovo, then it is necessany for the applicant to submil the documeniation sel oul in Al
Kr 172003, Artickz 11 on the marketing authornzstion procodure .

12. Marketing outhorizstion follovang U deceniralised procedure. 11 the applicant i followmg his procedure for markeling
authorization of fs proeduck(s) in Kosovo, then i is necessary for the applicant o submit the documentution st out i KMA
guideling KMAGLY V1 10405 on the simphificd markcting authosization procedure pursuant 1o the ELF decentralised procedure 1o
the marketing authoration regulation.

13, Unifakeral Muiual recognation procedure for medicinal peoducts. IF the applicand is Tollowing this procedure for markeling
authonzation of it produtils) m Kosavo, then i1 15 necessary for the applicant o submit decumentaticn (in addition 10 the requined
documents of the dossier) set oul in MH —AT MNr 03201 | (Reécogroton by the Kosovo Medicines Apency-KMA of Marketing
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EMA Application Form V2 3] 10,3013
Authorznuon for medicingl Preducts  for heman use issued by the Gorman Federl Instituite for dngs and Medical Dévists
BIArM ) -accesxing states o Annex 3.6 1o (his application

14, Line exiensions, Refer w the swength and form of the product o which s line extension i referenced. For line extensions of
both stand abone and simplificd spplscations, cross references can only be mode W pre-clinical (safery) and clinical daw

13, Herbal (madiional) medicina! products, Refer 1o the KMA puideline KMAGLS VI 10403 on Special provisions for herbal
medicmal products

14, Homeopathic medicmal products Befer 0 the KMA guideline EMAGIS. VI 1005 on Special provisions for homecpathic
e icinal products!

17 Simphified procedwre for the Moarkenng Authorization of medicingl prodocts spproved ranonally in Schengen Sties of the EL
countries, USA, Canada, Switredand, Tuskey™*®, luael®, Japan, UK 2nd Ausiralia acconding to the Aricle 10 of A1 NrA7/2013
an the marketing sslharmahon procedune

12, Only one mame should be given in ihe following order of pronty, [NN®, PhBur, Notonal Pharmacopoeis, common name,
peieniific name.

* ihe mgtive substance should be declared by its recommended NN, accompaniad by s sall or hydrage form if relevent (for further
details consult. WHO Cumuelative List No. |0 af Intemabonai Nonproprsctary Names {TNN) for pharmasceysical substances)

19, Specify & broad therapautic indication group (ag Antihypenonsives, duretios) and indicate the ATC eode for (M mdin
thevapeutic indicanon, IT the ATC code ia not assigned, propese 1 and state tat it is 9 peoposal, The ATC eosde will be assigned
during the marketing authoneabon procedure socording o the loest WHED AT classification code vald for the swthorization
pefiid. This itbem is for infonmaldn purpases anly and dods nid affect the outcome of he autharcation decduon-making pooocss

20. An application for asuthorzsen of o domge form and one strength of the medicinal produet should be made on cach
zpplecation form except for homeopathics, where more dilution degrees can be inchuded in an spplecation. If the active substance s
prestnt a8 @ salt, kydrabe e, il must be clearly and urmsobiguouddy stated whether the sirength refers bo the molocular subsiance or
ike active entity of the malesule. Lise the list of sandard Ph Eur. terma.

21, In the case of paremern] products specify all proposed routes of admmstation, ©g ntravenows, inraanerial, intramuscular,
subcutancous and a5 specified wn the SPC proposal

22, Thiz table should be completed in xuch 3 way, that it 15 clear which immediate and cuter packaging belong to 2 single packapge
size, and shoubd be andmbaguous how many prodect préstntations are inclueded m this applicebon. Inchide sdmpustration deviees
where applicatie. A lizm of mock-ups* or samples/specimens® * senl with the application should be amehad.

¥ A ‘meock up” is a copy oF the flan armwork design in full colowr, providing & replica of both dee owier and immedute peckaging,
providing a bwo dimenssonal presentation of the packaging / labellmg of the modicinal product (1 5 gonerally referred o a8 o *paper
COpY" OF "compulér generated VEROn’,

*+ A specimen” should be interpreted as rederring to o sample of the actual primed inner and outer packmging and packoge msern.

23, Summary af Produet Charasteristics (SPC). The SPC should be submined in English and follow the sracruee set oul in KA
guideling KMAGELV] 1008 on CTD Module | - Administrative information or KMA guideling EMAGZ 2V 1045 on Part [ -
Summary of the doxser

2d, Package leaflet. The package tenflet proposal shall be prosaded in Albanian and Scriwan languages and in conformance with
EMA grdelne KMAGE 1V 1005 on CTD Module | - Adminksirative information of KMA guddine KMAGZ 2 VI 1005 on
Part [ - Summary of the dossier

25. Provide & detadlod description af the dodsge form appearance (color, shaps dinenssons, imprint, markings, consigency, flavour
ele.).

26. To specify the “hinh date” KMA apphes rules given in the Ewropean Motce o Morketing Authorizanon Holders,
Tharmacovigilanee Guidelines (CPMPPRVWFIORSS com), Mos frequently the binh dale s congidered 10 be the date of fird
graning 2 markeing authormalion i the EU {or in the world) o the relevanl marketing avthonzation holder of his conirast
pariners for o medicinal produet with thal active substance. On thiz dale the sequence of Periodic Safery Updme Repors
submissions B based also for all further marketng ouwthormation holders, 1= gemeric mumufacmeers. The KMA prefers
specification of the “EU bnh date”, i 1 does not exis, the “wiermabionl barth daie” should be specified. The birth dale is
significant in those cuscs where the first marketng suthonzation has been granied less than 5 years sge Thérefose o i not
nEcEasiny 1o mdicate the dote i cases of sctive zubstancea comained n @ medicinal product regisiered in e world for more than 3
yisars &4 of the date of apphication for o marketing authorization in Eosowo,

27 The responsible person s the person making the upplication on behalf of dw applicant and & the spme person s described in
Maote | above

1% The qualified person responsible for pharmacovigilance should hold o umiversity degree in pharmucy or human medicine,
29, All manuizcnenng seps and the siie of menufecture must be indicated.

30 Dwly the final manufocturer of the active substance(s) should b= mentioned

31 Marketing Authorization of the sane medicinal produst in other egunlnies.

12, Specify the EAN bai code, if availoble This item i for (nformation purpeses only and docs not aflect the marketing
arthanzation deciaien- making proccs.

33, IF the medicinal product is currently proteeced By inteliesiusl property rights conventions in tenms of either g wade name or
composition and the applicant wishes W apply these rights in die weritory of Kosove this hes to be clearly stuted. The cxishng rights
should be clearly suned in Annex 5,17 to ihis application ai the discretion of e applicanl The Annes should stase the natur of the
paient{s), under whech jurisdstion(s) and when the patent(s) were issued, expiry dates of patent(s) ard registration and expiry of
regasterad trede names,
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KMA Application Form ¥2 31 102013
List of materials of animal and/or human erigin contained

or used in the mapufacturing process of the medicinal product

Mame of medicinal product

Active substance(s)

A pplicani

Drate of eompletion of table

1. Materials of animal origin
Name of material
Source of muerial (tissue,
| plasma etc) _
Country of arigin of the
sourge animal for (he material
cited
Is the matenal a derivative of
SRM*7?
Camegory of the ussue of
which the material isa
derivative®™

As active subsiance
As rengentiou
mnedilm component
Stariing material
used in manufaciure
of active substance
As cxcipient
Starting marerial
used in menufcture
of exeipien
Criher, Ei\-'c details
2. Materials of buman origin
Mame of material
Source of material (tissue,
plasma etc.}
Country/ies where donation
ook place

I= the materinl contalned in a
pro<duct autharized for
marketing?
| I yex, specilly states
including MA numbers
As active substance
g | Ascxcipicmt

= Other, give details

Use of material

Lo

]

L

E

*  Specified risk material = SRM = materials defined in Commission Decigion 97/534/EC
{a) the skull, including the brain and eyes, tonsils and spinal cord of
bovine animals aged over |2 months

-~ ovine and caprive animals which are aged over 12 months or have a permanent incisor tooth erupted through the gum
{by  the spleens of ovine and caprine animals

** Cautegories - specification sccording (o the guideline CPME/BWT/1230/98
1 High infeetivity: brain, spinal cord, {eye) ) _
Il Medium infectivity: ileum, lymph nodes, proximal colon, spleen. tonsil, (dura mater, pineal gland, placenta), cerebrospinal fluid,
pituitary, adrenal
11 Law infectivity: distal eolon, nasal mucosa, peripheral nerves. bone marrow, liver, lung, pancreas, thymus
IV No detectable infectivity: blood clot, facces, heart, kidney, mammary gland, milk, ovary, saliva, salivery gland, seminal vesicie.
serum, skeletal muscle, lestis, thyroid, ulerus, foctal 1issue, (bile, bone, cartilaginous lissue, eomnective tissue, hair, skin, uring)

If a Ph. Eur. Certificate of Suitsbility for TSE is available please artach as part of the application.
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EMA Vaneuors Applicaion Form V2 05.11.2013
KMA MA Form No. 2

Kosovo Medicines Agency e i s
Agjencioni i KosovEs pér Produkte Medicinale

Rrethi i Spitalit (QKL) 10000, Prishting, Kosove !
Tel: +381 (3B)512 066; Fax:+381 (38) 512 243

 Exp, date:

_:KMAnﬁlTu-n;

(i} Chernical active substance(s) [ (v) Homeopathic medicinal product E

(i1} Biologieal sctive substance(s) [ {vi) Herbal medicinal product

(iv) Radio pharmaceutical O (vii) Advanced therupy medicmal product B
{ vili) Other (Specify)

Mosification of & Type | ]m"“.ﬁm-“m“’::_ TF’:"L it Urgem safety Annial varianan tar human
¥ 'rlﬂ_' . Y H I
Variation il deci F?D sestziction (Type 1) ] influerzs or other vactines

mypem [

Mpme

Foema: J Strengih %

e e R s Tt
wrinteon requesied for all authonsed package sines ‘I"n:‘D Mol ]
Spevify package sizes for which the variarion js requested:

s -
[amee:

Address;

Country:

Tel:

Fa

E-mait:

| Comact person al his iddress.

19




EMA Vanatons Applicabon Form V2 05112013

i) Awtboristd manufacturer(s) {or importer) rexponsible for batch release (23 shown e the packapge leaflct and where apphcable in the
labziling):

Campany name,

Address:

Cauntry

Tel:

Pax:

E-mail

Monufachring Authorication pumber

Far Blood Produts and Vacelnes:

Dretuils of the st laboraiery or laboratory desigraed for that purpose (OMCL) where the offican! batch release takes place.
Mame;

Addresy:

Couniry;

Tel:

Fax_

E-mail-




KMA Variabions Application Form V2 035,11.2013

(i} Manufadturer(s) of the medicinal product and shicis) of manulzcture (pcluding a description of the manufictuning steps perfosmed) ©
1. Compary name;

Adedress:

Tet:

s

F-enils

Briel description of manufucturing sieps performed

A-maatl:
Brief descripton of manufschening siens parformed:

Mamgichwing Aushorizodon number;
3. Campeny name:

Ackdress:

Tel-

Faz:
E-pnadl
Briel descoiption of manufaciuring seps porformed

Manyfsenring Awkorisaron rurber:

(i) Manofecturer of the active sabsiamee(s):
Subsianoe:
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KMA Yanarions spplicasion Form V2 05002003

| a Change in name of the manufscmarer of the medicing)
producy

a

I Change in the bateh sire of the fmahed product

1. b, Change of {he manufaciurmg site of ihe medicingl

O
Aadus [0 | 17 Change in the specification of the finished produe O
s . Fica . [ & Change in the syntkesisrecovery of the non- ——
Lﬂﬁiﬁ:ﬂﬂthﬂwmwm:nm 0 mmlmm«i:rmmmmhm O
2, Change m the mame of te medicinal produet (enber 19, Change in the specificauon of excipiente(s) in te medscinal
irveried rame oF comman Rame ) D product {excl, adprvanis for vaccines) D
imﬁl.ﬂ.hﬁ&“mmm“m Erpiing D 20 Estension of shelf-life a3 foressen g time of Suthorisation D
4 Replocement of an excipeent with a comparabhe excigoent i i i
(exel. adjuvanss for vaceines and biologically derived D 2008, Extenswon of shelf life of retest period of the active I:I
excipients) sutarance
& Change, addigion, deleiion or replaccmeni of & colorant{£) m 21 Chanigee in ghell-hfe afler firsl opening of contamer D
6 Change, addition, deletion of replacement of a flavour(s) ] | 22 Change m shelf-life after reconatitution |
7 Chnrm'lhmg weight of ablets or change w weight of D 21.C1 i korage coviditions %
LMm Ihcqu:]lhlwt comipidilion of immediate _i;l 24 Change in test of e active D
: f Mluwmmmmﬁrw:mgmdw
9. Deletion of an indication D intcrmedinie used in the morufeciune of the aciive subsiance]s) D
10 Dedenon of & route of administranon D 25, Change in 12 procadures of the finished madicingl product D
10a. Addwion or change of measuing device for oral lguid
} i wid o i D 26, Changes 1o comply vath supplements o pharmacopoea D
1. Change w the manufacturers) of the sctive substance(s) [ ﬂm o e peonadig oF nOR- phansspopocl 0
11, 8 Change in the name of & munafecturer of e wlve . . y !
substance(s) [[] | 28 Change in tesi procedures of immediate packaging B
11, b, Chenge in the supplicr of an slerimadiale comodmd . . .
S S i Skt ol thie neiios ik D 9. Change im 1est procedures af adminismation device 0
12 Minor change of manufscnering process of the wctive D 0, CH ol T e L—_.I
1Za Change n specdication of starting mualesal or
intermadias used in the manufsctuss of the active subsunce. ] | 37- 770 in the contalner shape O
32 Change of impeings, boasing o other markings (&xcep
13 Change in the bakeh sive of the sctive subslance [] | scoring) on whbiews or priming on capsules, mehding sddition I
e chiange of ink used for product marking
14, Change in the spacification of the active subsiance 0 m“‘m“ﬂw s wop .
15. Minor change of ranufscring process of the finished El 34, Change io the sbelling nol connectad with o change in the D
product mmm-m
156 Change in in-process controk applied during the D Ji.mnqﬂctmnfﬂmmlnﬂummmudwth4 0
manafacaiing ol the produet change in the summary of product charsclenalicd
#a Change in the mooufscinng progess of 4 non
iMACeoUs COTPOTE subsequent introduction of
155, Change in the manufsciuring process. for com ponents u :':'P! nology sitp :I:::n:h: With [he phmmp:hl D
manogRph
36h Change in the mamufacluring process of & non
15.c. Change i the manufachiring proccss far components [0 | pretwineceous componem due o the subsequent introduction ¢f O
Fequiring & Raw impurities test procedure 1 h-nm::r-dug;r sicp — roquesting & new IMATES 1258
| proced
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KMA Varistions Application Form W2 0511 2013

Changes to Purt I: Summary of the dossier jor CTD Module 1; Administrative informaton)
A1 Change in the legal sians (dispensing/classification) - .
A2 Change in the legal status (dspensing/classificaton) - .
sailch from OTC 0 “madical prescription only™ D A 4, Ouher charge in pan |, specily 0
Changes to Part L: ehemical . bislogical and pharmacentical documentation (or CTD Medule 3; Quality)
B 1. Change i the quantiative and qualative composition of the medicingl product with respect 10 excipients only

Is & new excapiont of biologicl origin und"" Yea E:] Ko
B.2. Change of the immedusle packaging [ | B.7. Change in the specification af the excipsent £
E:Jb:ir-l prnu;u'.: i B ] | B8 Change in the specification of the medicinal product [:!
B.4. Chang in the manufscturing process of the active subsiance | [[] | B9 Change in the sheif life of the medicina peoduct O
B3, Change in the specification of ihe active substance [J | ®10. Change in the storage conditions O
6, Change mn the manufscturing process of the excipicnt which
B B At b e e S e [ | 811 Other change in part 11 / module 3, specify 0

Chamges to Part [11: pharmacologieal-tonicological docamentstion (or CTD Module 4: Noa clinical reports) (bt cavse changes 1o the SPC

C.1, Chamge in part I8/ Module 4, specify

Changes to Part ['V: elinical doramentation (or CTD Module 5: Clinleal study reports) that couse changes to the SPC

¥ Changg “Therspeuhc mdications™ | sune therapeulsc wres - _—

R B [0 | D& Ohanges “Lnterasizons O

D2 Change “Group of patierts” [] | D7 Chaage “Pregiency and lactabon™ O

D3 Change "Dsage” [ | D& Change “Effects an ability o drive and use machines™ | []

2 4, Change "Contra-ahications” [ | D9 Change “Undesirable elMects™ O

05 Change “Special wamings and special procautions for we™ D D10, Change “Ovendide™ I:l

D11 Other changs in pan IV / Module §, specify []

-i' ) - ‘

Updated ]  Addendum [ ]

Lipdated Expen report or the Addenduin is submizied ps einher

Update / Addendum te Seetion 1Cof EUPani []  Updute / Addendum to CTD Module 2 []

7. Main change (in case of consequential changes) : 1 gt o

The main change coverad by this vaniacion applicaton i change numbereiter (0 be 36 /A w D)
5/9



EMA Verations Applicstion Form V2 ¢5.11.2013

8. Specification of wording which is proposed to be changed ' 3
Preseni Propased
| 9. Background explanation and Justification for the proposed change to the MA '*

10. Related applications (specify nature of application, name of the product, MA number and date of submission):

11, Variation to & product suthorised in Kosovo following the EU Centralised procedure Yes [JNo[]
This variation was applied for in £1"" Yos [] Date of the application’ Na ]

Clossifreauon of this vaniaton in EU Type 1] Mo 'l':,puID Lamar: EMEA Procedure No '

This vanation was approved or was deemed (o have been scoepied Yes D Daite: hﬁul:]

12, Variation to a product authorised in Kosovo following the EU Decentralised procedure  Yes [ ] No [] -

This variation wis applicd for in E1) Yes[] Dute of the apphestion o []
Classification of this variation in EL Type L[] Mo:  Typett [ Letter.

This varialion was approved of was decmed to have bocn acocpted Yes [ Dake Mo ]

13, Variation to a product authorised in Kosovo following the Kosave Unilatersl Recognition procedure  Yes [ ] No [

This variation wos apphied for in the refesemee EU Member State or EU Accessing Stue " ‘I'HD Doate of the apphicaton: ml:l
Classification of this varition in EUMS or EUAS  Twpe [ ] No..  Type 11 [ Lene::
This varation was approved or was deemed 10 have boen accepind  Yes D Date: hlnD

14, Date from which only a changed product will be marketed

= T

15 EAN bar code

asiwed Ve 11 o (LT LT LLTTTTL] 1= ]
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KMA Vanzuons Applicavon Form W2 0501 3013

16. Annexed documents '
Yes WA
160 | Evidente of fed payment iz
162 | List ol contents of documentation submited, inc page numbers
163 | Leter of suthorisation of the person submiting the application and for communication
164 | Monufacruring suthorisation of the manufscturer of the medicinal product '
165 | Comparative dipsoluiion profile dats of changed and ongmal product
166 | Copy of eppeoved specifications
167 | Certificals of suitability of ménographs of the Ph.Eur
168 | SPC in Albanian, Serbian and Enghsh .“
169 | Proposai for Package leaflet (PIL) in Albanian, Secbian and English *
16.18 | Propossd labelling in Albanian and English '*
16.11 | SPC approved in other countries
16.12 | Package leaflet {PIL) approved in othar countries
1613 | Updated expert report for EU Port L/ Modulé 3 of documentation or Addendum
1614 | Updated expen repan o EU Part 11 / Madule 4 of dacumentation of Addendim
16.15 | Updaicd expert repant for EU Pan 1V / Module § of documentation or Addendum
1616 | EU Part 11/ Module 3 of MA dossier or approprisle seclion
1617 | B Parc 1L 7 Module 4 of A dossier or appropriate seetion
1618 | EU Pan 1V / Module 5 of MA dossier or sppropnase section
1619 | New bigequivalence study
16:20 | Sample of ihe medicinal product >
Va2l | Materials of snintal ¢ humas ongin fomm compleled (Farm attachad 16 this application [orm)
1622 | Variarion to 8 product sulkonzed in Kosovo follkowing the EU CADREAC Centralised procedure
# | Varistion sssessment repan from CPMP
b | Evropesn Commission Decksion varying the terms of the MA
€ | Motificaton on a tvpe | varistion 50 the wrms of MA from EMEA
1623 | Varation to s product suthonzed m Kosovo following the ELT CADREAC Deomntralised procedure
a8 | Copy ol the letter froan BMS conclodeg BMEP for varation
b | Harmanised SPC B
€ | VEnalkm KEsesument repoan (ram S -
1624 | Variation o a product sutharized in Kosovo following the Kosovo Unilasesal recognition proedure
2 | Vurigtion assessmend report from competent suthority of reference EU M5 or EU AS
b | Letter of acceprance of the variation from competent authority of reference EL MS or ELL AS
€ | Revised SPC approved by compelént authority of reference EL MS or EU) AS
1625 | List of product presentations affected by a singlé vanation
1626 | Listof related varianons nol covered by this application
16,27 | Oher documents = Specify

Number of pages added by the applicant because of lack of space in any part of the applicatian form * -

I cenify tha the changes specified above witl not sdversely affeet the quabity, efficucy and safery of the medicingl produec. § declare that all
chonges hove been dentified and there arg no pther changes in the amended documcnistion | declare thal the dats in the applicatssn and
accompanying documentation are fruc.

Dhite Signatwre of the wpplicant, resp, person authorised by him

First name, famiby namse
Aucbdrrss:

Al documentaion: stibmitted / not submitied

All pages and volumes present and marked: yer/no

Documentabion. necepled / net accepted

Documentation not ascepied for reasons k

Signature of KMA officer




EMA Vanations Appheation Form V2 05,11.2013

Instroctions Tor the applicant

I An applicatson for & single variation 1o the existing medicingl produet markelmy authoriciion should be made on one applcation form. If
ronsequential changes are cuused by the applied for vanation, ail ehanges should be indicated in the applization Tenm for the main vanation. The

main vasiabion shoulkd be clearly specifisd in Section & of the apslication form. [ changes ere not consequential @ separate application f
should be compleled for such changes. g o

2. Far dlinlital chinges Lo several presemations of g product, for example different strengihe, it & aceepeable 1o complele one form and sppend
list af all the products afitcled as Anndes 1625 The list should ideniify the products and include the refevant Ma numhﬂ:m o !

3 AN related variation spplecatsons mot covered by one application (i.e. & vaniation and its consequential varatons) should be specified i Annex
16.26 @ Iha spplication Torm whether they arc for the same exisiing marketing, authorisation or odher related marketing suthorisations. For @
redated vanauon apphcaton, the existing Koaove MA number and nature of vansbon shouobd e staied

4. An approval decision based on the apsnion of the Kesove Committos for Medicmes Evaluation 1 required For Type | varinions that concern
Type | Varaton Mo, 10, 11k, 12, 13, 15, 16, and for variations 24, 24a and 25 whene the test procedune is il o phyteo-chémics] method in the
case of biologica! mnd ndvanced therupy medicinal products

3. Oaly one name should be given in the following order of priority: TN®, Ph.Eur , National Pharmacopocia, common name, scientific nume
* the active substance should be declared by itx recommended [N, accompasied by its salt or hydrate form i sebevant {for further details consull
WHO Cumulative List Mo. 10 of nesmitional Nongwopeictary Names (INN) for pharmacewtical subsances)

6 [fthe aclive substance is pecsent &4 u xall, hydrude etc, it must be clearly and unamlyiguousty simed whether the strength refers 1o the molecular
substunce or the setive entity of the molezils

7. Any legal ar physical entity, suthonsed by ihe applicani 1o communicate with KMA iz conssdered as the responsible person; this person
submniis to KMA the officially verified suthorization by the applicant Each applicant without a permkanent residence or a megistered office in
¥onovg has o duty o authorise a responsible person with an address in Kosove 1o submit the applisanon and to cormmunicale with KA

E. If'a new excipient of biologaal origin i wsed, it is necessary 1 fill In the form 'List of maderials of animal andfor bumin angin contired or
wecel in the manufiscturing process of the medicinal produsen” that is ennexed U this application form.

8. An updaied or Addendum 1o the expen report sheuld be submitied ss o part of the varation spplication ether a3 an amendment 1o he Séction
I of Part |~ Semmary of the dosvicr ar as an amendment io CTT Module 3 = CTT) Summaries

10, Applicants can assigt in the assessmant of the varkation by summansing both (i) the present and {ii) the proposed sinmtians conceming the
MA_ In the case of consequenial changes, (il m also the backproynd explanation and justificarion for tve consequental natues of the additional
changes with respect 10 the main changs All differences should be clearty highlighicd, ¢ g itabes, boid, underlmead, 1T all the mformanon cammo
be fined on the application form page, sddicional pages may be attached

11, 1F this variaton was spplied for in the BU, submil the applisation in Kesove afler the spproval of the vanaton in the BUT [For type 1l
vanateons ) or gt the time the voration can deemed 10 ave been occepied (for vpe T vanztions),

12 EMEA procedure number s spesified in the variation assessnent report From the CPMP or in the Notification on a type | varibon io the
terms of marketing anhorisation from the EMEA.

13, I this varution wis applicd for in the EL, submit e applicabon in Kosovo after the conclusion of the Mutual Recogninon ( Decenuralised )
Procedure for the varmtion in question

14. If ihis varistion was apphed for in an EL member state or EL accerpmg stwie submil ithe apphcanon in Kosovo after the spproval of the
variation i the reference EU member state or EU accesting site (for type 11 vanalions]) or at the time the variation can deemed o have been
eecepted (o type [ vanations).

15. Tiek thide sectiong that are rebevant o the submafied application. Ln case of neod of further clanfication plesse copdact the KMA Marketing
Authoriastion Department directly

16, Varabion application foc puymend. The schedule of fees 15 set out as gndeline io the MA Regulation. Payment method: this shoukd be paid o

acll - LU kie Frapif o vip ARCTSIrREse M), O, Frank VLAY
COBADEFF} The fee shall be paid befafe submasssn of the application. Evidente of f6e payment: o copy of the bask transfer stulement
cash receipt should be provided s a pan of the spplication decumeniation The marketing suthonzation procedure can only procesd when the fee
is paid.

17. This may he a copy of & new manufseturng authorisation, or an addendum o &n eXISUNE one, or & letter from tha SUPETVISING eempeieEnt
authoriry.,

I8 For SPC, package leaflet and labeling changes, o the proposal all differences from the approved version should be clearly highlighted or
underlined. Copies of the exmsting versions, versians with highlighted changes and the propesed new versions should be provided.

19, This should preferably be submitied w English (if not orginally available o English 3 transkation should be provided) and approved in
countries wide the Varation kas baen spplied for,

20, Two samples in linal immediake packaging without final labelling are syfficient,

21, In the ease that \na space withm the bexes on the application form & not sufficient, the required information should be submaed edditionally
us chewrly specified annexes w the application


http:fnpkf.ct
http:CoDlJH!'Jb.ek
http:COI!S�Iuef"lt.a1

EMA Vanaoons Appheation Form W2 0511303

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

Name of medicioal product

Astive substance(s)

Applicant

Diate af eompletion gf table

1. Materials of animal origin

" Name of material -
Source of material (tissue,
| plasma eic.)

Country nl'mn-m of the source
animal for the maerial cited

I5 the materinl a derivative of
FRM™T

" Category of the fissue of which
the matezial is a derivative®® ) . . N -
As sclive substance

As reapentieuliure
medium component . | n
Starting material

used in manutacmre
| of active subsimnee

| Asexcipient | =

Use of material

Etmg material
used in manufuciune
| of excipient

Ofher, give details
2. Materials of human origin

MName of material -
Source of material (fissue,
lasma eic.)

Country/ies where donation
1ok place

Is the material ﬂ:lrrt.mml ina

e D e s
4 R —
3% [ Other, give derails

Motes;
* _ Specified risk material = SRM =~ materials defined in Commission Decision 97/534/EC

[a)  the skull, including the brain and eyes, wnsils and spinal cord ef

= bovine animals aged over 12 months

- avine snd caprine animals which are aged over 12 months of have a permanent incisor tooth erupted through e gum
{b) the spleens of ovine and capeine animals

ke l‘.'.‘nlsagriﬁa E&I_i cation sccording (o lh:auid.ﬂin: CPRPBEW P 23098

1 High infectivily: brain, spinal soed, (eye)

1l Medium infectivity: flewmn, lnph nodes, proximal ealon, spleee. tonsil, (dura mater, pineal gland, placenia), cercbrozpinal fluid,
piluitary. adrenal

101 Low infectivity: distal colon, nasal mucosa, peripheral nerves, bone marrow, liver, lung, pancreas, thymiis

IV No detectable infectivity: blood clot, faeces, heart, kidney, mammary gland, milk, ovary, saliva, salivary gland, seminal vesicle, serum,
skeletal musele, testis, thyroid, weras, foetal tissue, (kile, bone, canilaginous tissue, connective tisswe, hair, skin, wnng)

1f a Ph. Eur. Centificate of Suitability for TSE is available please attach as part of the application,

99



KMA MA Form No. 3

EMA Application Form 05112013

Kosave Medicines Agency

Agjencioni i Kosoviés pér Produkte Medicinsle
Rrethi i Spitalit (QKLUT) 10000, Prishting, Kosove
Tel: +381 (38) 512 066; Fax:+381 (38) 512 243

=rHS.

Product (invented) name:

Strength(s):

Pharmaceutical form:

Active substance(s):

Applicant:

Person authorised for

communication on

behalf of the applicant®:

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) sulMcient for analysis*®,

It is hereby confirmed that the marketing authorisation fees have been paid to the Kosovo Medicines

m--.'

On behalf of the applicant
Signature
MName
Function
Place

ses Artach proof of payment as Annex 1.5 @

Date {yyyy-mm-dd)

19




KMA Application Form 05.11.2013
T I. o ST FHArhen e T T

L A kg = =7 el o el
1a0¥) (a1} Wy - ITRET AT

R UL R B E e R Wbl S U o Gl i TR
i {1 o T e L ap Lad i of ey

(i) Chemical sctive substance(s) [ {iv) Herbal 0 iwiii) Orphan / Exceptionst []
{11} Biotogical active substance(s) ] (v} Homeapathis T Vi md miocrls B |
{1if) Radsopharmaceutical O (vi) Advanced therapy

X}

[ Mark rebevint boxjes) with

- Hh: aubsiance
#  Enown pctive substance O

(ii). New fusesd sombination (]

L), S fied procodirs oy i

{2) Well Established Medicinal Use (bibliographical [ ]
(b) Exsential Similarity (Informed consers) [ ]

{c) Essential Similarity [Generie) [ ]

(&) Esentual Similarity (Generic different) [

() Vimmins / mincral subsances D

-

{ e wmaain andcation)




KMA Applicabon Form 05112013

(i Immediate packaging: () Cruter packaging: (i} Package sivefs):
%) Shelf e (after firs {vih Shell life (after reconstitation ar dilu
g;i:s;}ﬂé“ specified inthe I opening ] n ar o
(vii} Storape conditions: [wili) Starage conditions afler first openlog:
{as specifind n the SPC proposaly (s specified in the SPC proposal)
BN |
|
..I .M-."‘,_

Subjeet Iﬁnwdu:m.lk p:umm I Not subject o medicinal prescription |

If subject 1o medicinal prescription’

(i) prescription which may be suiomatically renewed |1 ¢iv) product on restricted prescription u
{1} prescripison which may ngi be sutomatically renewed [_]  (v) product for wse only in in-patient health facilities.[_]
(i) product on special prescription ]

Proaalion of products ao] sehiect to medicinal ipion:
Promotion 1o heahh care professionals only d Promotion: to the general public and healih care professionals [

{i} Quﬂhﬂn and quaniHative pﬂﬁ- Im terms of the acthee ublll.nm{i] and the t#ipltﬂt}

| Dosage type (e g capsule) tablets

Mame Cruamity Uniit ReferenceMonograph standard

Active substance (s}

Excipient ()

Ete.

Dictails of any overages should not be mchided in the formulation columns but sied below,
= active subvaaned 3y

& exzipiens)

9

|:l.
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KMA Application Form 05112013

(id) Authorised person in Kosovo t
Mama

Company name’

Addresy:

Tel

Fax:

[E-mual:

{ili) Qualified persom far Pharmacovigilance :

Tarme

{1} Authorised manafacturer(s) (or importer) respansible for batch release (as shown in the packsge keaflct and where
appticable in the labeling):

Company namme:

Address

Country

Tel:

Fax:
E-mail:

For Blood Produets and Vaccines
Detaits of the state labarstory ar laboratory designansd for that purposs (OMCL ) where the official basch release labes phace:

MName:
Address.
Country.
Tel
Fiux:
E-mnil.




KMA Application Form 05112013

{ii] Manufactorer{s) of the mediciaal produoct and sife{s) of mannfaciure "

Cofripsy name:
Address
Country.

Tel

Fax:

E-mail

(M) Maasfacturer of the active substance(s) =

Substanec:
Cormparty Ddne.
Address:
Couptry:

Tel

Fa:

F-mail;

{iv) Comtrac) companbes uned for ﬁdmﬁhblﬂry broegaivalence or paed Tor the validation of blood prodiect mane e sriag
Fl'ﬂﬂ.'nﬂ

ManuBciurer nama

Addrex

Tek

Fax:

E-mail

Duty performed sccording o ointrsct

location of perfarmance of analytical wsts and clinical data collection:

TR, | P F --::
W:HamruﬂnWMmdm,wm £

(1) Resewal ia couniry of arigia

Couniry

Daitg & author s ton (30 mim-ad)

Invenied name:

Authorisanion number,

= Anach copy of rengwal of 8 markeding suthonsshon in Annex 522 O
{i} Pending

Cosuntry”

Drute of submizsion (yyy-mm-dd)

(AN Refased

Clountry”

Dtz of refusal (pvyy-mm-ld),

Rocason for nefusal

u-r] wnuuu (by applicant before suthorisation)

Date dwwmmlmwr-ﬂl
Reason for withdraaal’

{v) Withdraws (by spplicant alter suthorizsation)

Reason for withdrawal:

(v} Suspendedirevaked {by competeat authority)
Country

Dase of suspensson'revocation (yyr-mm-dd),

Inveried mame:
Reason for suspenscmirovocabon

5
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EMA Applieation Form 05.01.2013

| @ EAN code””

(i Imﬁmnpmprﬂ:e protection to be applied far in Kasovae :

s Producicomposition [ INo []¥es  (ifapplicable, sttach dectartion of originality as Annex 5 240)
s Trade nnme Ose [Oyes cifappicable, stiach declarmion of originaiity a5 Ansex 5 24 0)




KMA Application Form 05 112013

DOCUMENTS APPENDED TO THIS APPLICATION

Module 1:
Cover Letter
Cro
Comprehensive table of content
O
Renewal Application Form with the following annexes:
8 B
[J1.21 Copy of MA Certificate of a product that shall apply for renewal procedure
Declaration of the Variation of the medicinal product if they have.and atach a copy of notification
Oura including ,.extension® and last renewal
Evidence of fee payment,
s
SPC proposal (in Albanian, Serbian languages) = hard copy and CD.
R
SPC in English language last update- hand copy and CD.
L1137
Package leaflet / PIL / Package insert proposal (in Albanian, Serbian languages) - hard copy and CD
118
Mock-ups (immediate and outer packaging) or samples/specimens attached to the application (in
O1is Albanian, Serbian),
A 'mock up' 18 2 copy of the fiat artwork dewign i full colgur, providing = rephea of both the outer and immediate peckagng,
providing & two dimensional prescnlation of 1he packaging / labeling of the medicingl product 11 & genemlly refermed 10 as @
*paper copy’ and "cOmpuLET generatad version .
A “specimen’ should be imerpreted us referving 1o » ssmple of the sctual printed inner and outer packaging and peckage son |
Statement from competent authority that conducted last GMP inspection or declaration from qualified
] 1.10 person for batch release
- PSUR (Periodic Safety Update Report and Summary Bridging Report if applicable)
1.11
Module 2
Quality Overall Summary (Quality Expert Bridging Report)
23
All docamentation: submitted / nol submbtted PRI St
Allpages and volumes prevest and marked:  yes/mo
.- siopted [ mat acopond
Date: (KMA to fill out)




EMA Application Form 05113013

Instructions for the applicant

The application form may be completed by typewriter or computer, If there is insulicient space to complete any pant
ol the application form, plcase usc additional pages, which then will become an integral pant of the application. In the
sppropriale part, specify that there is an additional appendix. References 1o already submitted documentation are not
permimed. The applicwion should be compieted in compliance with valid KMA guidelines or ather documents that
are referred 1o, All guidelines can be found on the KMA web site {wyas akpm-rks org) or are obtainable directly
fnom the KMA premises.

| Amy legal er physical entty, authonasd by the applicant to communicate with KbiA & considered as the authoised person. This
persom submits o KMA the officially venihied suthorsasion by the applicant. Each apphicam without a permanent residence or a
regigtered office in Kosovo has 3 duty o suthorrse an authorised person with an address in Kosovo 10 zubmid the applecatsen and w
communicale with KMA. The following documents should be provided:
* 4 letter of auihonzntion (o communicate on kehalf of e applicant (MAH) and original of agency Jgreament o & legally anssed
cmufﬁwwrwmmbmmhwﬂmﬂﬁuﬂhmhmﬂmhmﬂumsImhupphmmL

* prool of the legal cxtabluhment of the authonged person m Kosove, ep certificele of regrdrabon of a legal entity with the
relevan compelEnt auharity in Kosovo {amsch 16 the applicalon &8 Anne 5 2).

2. R:r:uml[nrh!ﬂdmhumndmfmpiﬁlm ulil.tlu.li';tunhl the MA foc. Rr.-p.ul:im Paymeent method: ﬂu:h:nldh:
pmdtuKh{.n. ﬁnmmﬂ r Proda DM 144 BI'K

G031 Fraakluet dan Mala, (Swift code CORBADEFF) T"'ﬂ-‘ Fﬁﬁ“' h"‘-‘ iﬂld h“-'ﬁﬂ hmm f'“hf ﬂpﬂm E“ﬂﬂ'ﬂﬁ of
fex payment: & copy of the bank wansfer swiemen: shauld be provided as 4 pant of the applicmion documentation The marketing
guthorisation procedure can only proveed when the fee is paid,

3 A product com fll inle more than one categery simultaineousty. Biologieal active subsumnce(s) includes medizinal produces
derived from blood and plaoms and imounoboegical products Advanced therapy medicinal products means any mediginal produet
hased on protesses focased on vanous gene bansfer-produced bio=molecules, and biolagically advancod therapeutic modificd cells
and tissues a8 astive subsiances or part of setive substanees. Orphar applies 1o medicinal preducts defined by the EMEA a2
possessing orphan states and excepional applies 10 medicinal products for which 8 MA may be gramed under excepticnal
CifcmEtances

4 Uy one name shoukl be given in the following order of prignty: TNIN®, Ph Eur,, Navonal Pharmacopoe, commen name,
scienlific name.

* the active substance should be declared by its recommiendad (NN, socompaniad by its salt or hydrate form if relevant (for further
details consubl WHE Camularive Last Mo, 10 of Ivermanional Monproprietury Mames (INN) for pharmaceutical substances)

5 Specily o brosd thempentse sndwalion group (eg anbhyperensives, dwretics) and indicade e ATC code for the mn
therapeutic indicatian, If the ATU code 15 not assigned, propose it and stote that i (5 & proposal. The ATC code will be assigned
during tee marketng puthonsation procedure aocerding w the laest WHO ATC chesification code valid for the suhorisation
periad. This iem i3 lor information purpeses only and does pot affect te ouicome of the authorization dession-making process,

& An apphcancs fr aulhonsanoa of one dosags form and oné siréagth of the medicinal praduct should be made on sbch
applicution form except for homeepathics, where more dikimen degrees cun be inelwded in an apphication. 17 the active substance 15
present 35 2 salt, hwdrate oic, ¥ must be clearly and unambiguous)y stated whetber the srength refers 1o the molecular substance or
the active entity of the malecule. Use the st of standasd Ph Eue. terms.

7. In the ease of parenieral products specify all propased redtes of administration, e inCavenous, imtra-anerisl, inramuscular,
subeutancous and as specified in the SPC progogal,

& Summary of Product Characteristies (SPC). The SPC should be submined m Albaninn/Serban languages and follow the
spucheng st oyt o Englich lenguage m KMA guideline KMAG2 1 V1 1003 on CTD Module | = Administrative informaton or
EMA guidehine KMAG2 2 V1 10805 on Part | - Summary of the dossier

@ Packape leaficy, The package leafict proposal shall be provided m Albaman, Serbian langoages and i condormance with XMA
Buideling KMAGE 1 VL 10405 o6 CTD Module | ~ Adpsalsirative information or KMA puidsline KMAG2Z 2 V1 10/05 on Past 1 =
Summary of the dossier,

10, This table should be campleied in such o way, that 1 & clear wineh mmediie wnd culer packeging belong 1o 2 single packege
size, and should be ynambiguous how oany prodect presentations are included in this application, Inclyde admmestration devices
where applcable. A ligt of mock-ups® or samples/Spocimens *® ol vwaith the applacation shotld be attached.

* A 'mock dp’ 18 4 capy of the fMat amwork design in full calour, providing o replica of both the cuter and immediate packaging,
providing 3 two dimensoned presentation of te peckaging / lebell g of e medicinal producy, T is generally refermed 10 as 2 *paper
copy” or ‘compuier penerated vermon’,

** & “specimen’ should be interprebed a8 rafering 1o & sample of e actual printed inner and outer packaging and package insen
11, Prowvide a detmbed descripbion of the dosage form appearande [colour, shape, dimenuons, iMpanl, Markings, consstancy,
Tlavour &l )

12 The responsible person i the pérson making ihe applisaton o behalfl of the applicant and i3 (ha same persnn 23 deseribed in
Mate | above.

13, The qualified pérson fespansinte far phammacevigilance should hald a oniversity degree in pharmasy or human medicine

14. All manufaciuring steps and the ste oF manufscture must be indlcated 1t is o begal requirement for the applicant to notify the
Easevio Madicines Agency of any alisrmsion to the manufscturing sites and processes 1o thal stased in this application

e

P e
e 8 .


http:KMAG2.I.VI
http:bclla.lf

KMA Applcation Fopn 035,11 2003
15, Only the final manuiactuer of the active substince(s) thould ke mentioned. The quabty control cerlificate of the aclive
mgredientis} must be submitted. This should be a notified copy of the oniging

16, The same product means the same qualiiptive and quenitalive composition n achive substinces) and having the same
17, Specily the EAN bar code, o available Thas dlem is for informaton pufpdses ofly and does nol affect the markenng
ainithar isatson deciofe Making proces

18, IT the medicine] product i currently protécied by wbclhoctsa! propémy righls conventdins in lerms of edber s tade name ar
eamposition and the applicant wishes 1o apply these rights in the termtory of Kosovo this has to be chearly stated The existing rights
should be clearly stted in Anpex 521 w s applicaion at the diseretion of the applicant. The Annex should state the napre of the
pakenifs), under which jurisdicuon(s) and when the pasenit{x} were pomed, expiry dusex of paieni(s) and regpuization and cxpiry of
fegmiened ade mames. Fof medicingl products suthonssd in Kosovo that hove the grantsd suames of innovative medicinal
predducts’, a period of dats exelusiviny shall apply in accordance with applicable EU procedures

o9



[ Anex 4
Kontrata per fabrikim dhe analiza

Ky kre shgyrton pérgjegjésité e fabrikuesit
kundrejt Autoriteve Kompetente lidhur me
Autorizimin e Fabrikimit dhe Autorizimin
¢ Tregtimit t& 1€shuar.

1.1, T&pérgjithshme

Kontrata pér fabrikim dhe analiza duhet t&
pércaktohet né ményré korrekte, qf (&
shmangen kegkuptimet 1€ cilat mund @
rezultojn né njé produkt ose njé pung
jocilésore. Duhet & keté njé kontraté me
shkrim midis Dhénésit t&¢ Kontratés dhe
Pranuesit & Kontralés, e cila n& ményré 1&
garté pércakton detyrimet e secilés palé.
K.ontrata duhet ié paragesg qarté ményrén
népérmjet s¢ cilés Personi i Kualifikuar
ushtron pérgjegjésiné e t té ploté né
lejimin/lirimin ¢ ¢do numri seric & barit
(produktit) pér efekt shitjeje. T& gjitha
marréveshjet né lidhje me Kontratén pér
fabrikim dhe analiza, pérfshire k&t dhe
ndonjé ndryshim t& propozuar pér
marréveshjen teknike apo t€ tjera, duhet t&
jen ni# perputhie me autorizimin e
tregtimit pér produktin né fjalé.

Anex 4
Contract Manufacture and Analysis

This Chapter deals with the responsibilitics
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 defined, 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 agreemenis
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 odgovornosti
proizvodada prema kompetentnim
organima u odnosu davanja doxvole za
marketing | proizvodnju,

1.1. Opite

Ugovor za izradu i analizu mora biti taéno
definisan, da bi se izbegli nesporazumi koji
bi mogli dovesti do lo¥eg kvaliteta
proizvoda ili rada. Mora da postoji pisani
ugovor izmedu Davaoca Ugovora i
Primaoca Ugovora, koji jasno definide
obaveze svake strane. Ugovor mora da
Jjasno predstavi nadin na koji kvalifikovano
lice wvr§i svoju punu odgovornost za
dozvoljavanje/oslobadanje svakog broja
serije leka (proizvoda) u svrhu prodaje.
Svi sporazumi vezani za ugovor 0O
izradivanju i analizama, ukljuujuéi sve
predloZene izmene tehnickih ili drugih
sporazuma, mora da bude u skladu sza
autorizacijom za promet za proizvod u
pitanju.




1.2,

b)

Dhénési | koniratés

Dhénési i Kontratés  éshté
pérgjegids pér vlerfsimin e
kompetencés t& pranuesit té#

kontratés me qéllim t& kryerjes |

& suksesshme & punés sé
kérkuar dhe pé€r sigurimin
népérmjet saj, g¢ do & zbatchen
parimet dhe udh&zimet e PMF-se
18 barnave ashtu sig jané
parashikuar né k&t udhézues.
Dhénési i Kontratés duhet té
pajisé Pranuesin ¢ Kontratés me
€ gjith¢ informacionin e
nevojshém pér kryerjen né
ményré korrekie (& operacioneve
té kontraktuara, né pérputhje me
Autorizimin e Tregtimit apo
ndonj& kérkesé tjetér ligjore.
Dhénési i Kontratés duhet 1€
sigurojé qé Pranuesi i
Kontratés  &shté  t€résisht i
informuar pér ¢do problem me
produktin/barin ose me punén e
cila mund € paragesé€ ndonjé
rrezik pér ambientet e ti),
paisjet, personelin, materialet ose
produktet e tjera.

Dhénési i Kontratgs duhet t€
sigurohet qé (& gjitha produktet e
pérpunuara dhe materialet e
dorézuara  (furnizuara)  atij

népérmjet Pranuesit té Kontratés, |

1.2.
a)

b)

The Contract Giver

The Contract Giver is responsible
for assessing the competence of
the Contract Acceptor to carry
out successfully the work
required and for ensuring by
means of the contract that the
principles and guidelines of GMP
as interpreted in this Guide are
followed.

The Contract Giver should
provide the Contract Acceptor
with all the information
necessary to carry out the
contracted operations correcily in
accordance with the marketing
authorisation and any other legal
requirements. The Contract Giver
should ensure that the Contract
Acceptor i1s fully aware of any
problems associated with the
product or the work which might
pose a hazard to his premises,

equipment, personnel, other
materials or other products.
The Contract Giver should

ensure that all processed products
and materials delivered to him by
the Contract Acceptor comply

with their specifications or that |

1.2.

b)

t)  Davalac Ugovora treba da obezbedi da

svi obradeni proizvodi i materijali
dostavljeni od strane Primaoca Ugovora
budu u skladu sa  njihovim

specifikacijama ili da su proizvodi i da

Davaoc Ugovora

Davalac ugovora je odgovoran za

procenu kompetentnosti

primaoca ugovora, za uspeino

obavljanje potrebnog posla i da

pulem Ugovora obezbedi da 3|

principi 1 uputstva za DPP
naglaienih u ovom uputstvu
primenjuju.

Davalac Ugovora treba da obezbedi
Primaocu Ugovora sve polrebne
informacije za ispravno obavljanje
ugovorenih poslova u skladu sa
autorizacijom marketinga | svim
drugim zakonskim obavezama.
Davalac Ugovora treba da obezbedi
da je Primaoc Ugovora potpuno
svestan svih problema u vezi sa
proizvodom  ili radom, koji bi
mogli predstavljati opasnost za
njegove prostorije, opremu, osoblje
i drugih materijala ili proizvoda.




1.3

a) Pranuesi i Kontratés duhet t& keté
né zotérim ambientet dhe paisjet e
dubura,
personel kompetent pér kryerjen né
ményré & suksesshme t€ punés sé
pErcaktuar nga Dhénési i Kontratés.
Kontrata  pér
ndérmerret vetém nga njé fabrikues, i
cili &sht® mbajtés i nj& auworizimi
fabrikimi.

k)

c)

jané  n¢  pérputhjc  me |
specifikimet e Gyre dhe g
produktet jané lejuar/liruar nga
njé Person i Kualifikuar,
Pranuesi i Kontratés

njohuri  dhe eksperiencé,

fabrikim mund ¥

Pranuesi i Kontratés dubhet 1t
sigurojé qé t¢ gjitha produkiet apo
materialet ¢ dorézuara (furnizuara)

atij jang & pérshiatshme pér
géllimin e synuar,
Pranvesi i Kontratés nuk do 18

kalojé drejt njé pale té treté ndonjé
pun t¢ besuar atij sipas kontratés,
pa vlerésimin paraprak & Dhénésit
1€ Kontratds dhe aprovimit 1€
marréveshjeve. Marréveshjet e biéra
midis Pranuesit 1€ Kontratés dhe
¢do palé 1€ treté duhet 1€ sigurojné
qgé fabrikimi dhe informactoni
analitik &sht& béré | mundur n& 1€
njéjtén  ményré  sikurse midis
Dhenésit dhe Pranuesit fillestar t&

Kontratés,

13.
a)

b)

c)

the products have been released
by a Qualified Person.

The Coniraect Aceeptor

The Contract Acceptor must have
adequate premises and
equipment, knowledge and
experience, and  competent
personnel to carry out

satisfactorily the work ordered by
the Contract Giver. Contract
manufacture may be undertaken
only by a manufacturer who is
the holder of a manufacturing
authorisation.

The Contract Acceptor should
ensure that all products or materials
delivered to him are suitable for
their intended purpose.

The Contract Acceptor should not
pass o a third party any of the
work entrusted to him under the

confract without the Contract
Giver's prior evaluation and
approval of the arrangements.

Arrangements made between the
Contract Acceptor and any third
party should ensure that the
manufacturing and  analytical
information is made available in the
same way as between the original
Contract  Giver  and  Contract

su proizvodi dozvoljeni/pudteni od |
strane kvalifikovane osobe

1.3.
a)

Primaoe Ugovora

Primaoc Ugovora mora
posedovati odgovarajuée objekte,
opremu, znanje 1t iskustvo, |
struéna lica za  uspedno
obavljanje posla odredenog od
strane Davaoca Ugovora. Ugovor
za izradu moZe se preduzeti od
strane samo jednog proizvodaca
koji je nosilac dozvole za
proizvodnju.

Primaoc Ugovora treba da
obezbedi da svi proizvodi il
materijali koji mu se isporuduju
budu pogodni za svrhu za koju su
namenjeni.

Primaoc Ugovora ne sme prencti
bilo koji posac koji je prema |
ugovoru poveren njemu, tredem
licu, bez prethodnog ocenjivanja
od strane Davaoca Ugovora i
odobrenja  ugovora. Ugovori
izmedu Primaoca Ugovora 1
tre¢eg lica moraju osiguravati da
proizvodnja i analititke
informacije budu dostupne na isti
natin kao i1 izmedu Davoca
Ugovora i prvobitnog Primaoca
Ligovora.

b)




I.I‘l

d)

a)

b)

Pranuesi i Kontraws duhet 1@
shmanget nga ¢do lloj aktiviteti i
cili mund té ndikojé negativisht né
cilésing e produktit t& fabrikuar
dhefose t& analizuar pér Dhénésin
¢ Kontratés.

Kontrata

Njé kontraté dubet 1€ hartohet
midis Dhénésit 8 Kontratés dhe
Pranuesit 1€ Kontratgs, e cila
specifikon pergjegjésité respektive
té tyre lidhur me fabrikimin dhe
kontrollin e produktit. Aspekiet
teknike te kontratés duhet &
pércaktohen nga persona
kompetent#, zotérues & miré té
teknologjisé farmaceutike,
analizave dhe PMF-sg i& bamave.
Té pgjitha marréveshjet pér
fabrikimin dhe analizat duhet 1€
jené né pérputhje me Autorizimin
¢ Tregtimit, réné dakort midis dy
paléve.

Kontrata duhet @& specifikojé
ményrén  se si Personi |
Kualifikuar lejon/liron sering pér
shitje, siguron qé ¢do seri ka gené
e fabrikuar dhe venfikuar ng
pérputhjen me  kérkesat e
Autorizimit & Tregtimit.

Kontrata duhet t& pérshkruajé né
ményré (8 garté se kush éshii

d)

1.4.

a)

b)

Acceplor,

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

The Contract

A coniract should be drawn up
between the Contract Giver and the
Contract Acceptor which specifies
their respective responsibilities
relating to the manufacture and
conirgl of the product. Technical
aspects of the contract should be
drawn up by competent persons
suitably knowledgeable n
pharmaceutical technology,
analysis and Good Manufacturing
Practice. All arrangements 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
releasing the batch for sale ensures
that each batch has been
manufactured and checked for
compliance with the requirements
of Marketing Authorisation.

The comtract should describe
clearly who is responsible for

d)

1.4.

b)

Primaoc Ugovora treba
izbegavati svakue aktivnost koja
moZ¢ negativno  uticati  na
kvalitet proizvoda koji  je
fabrikovan i/ili analiziran za
Davaoca Ugovora.

Ugovor

Izmedu Primaoca Ugovora i
Davaoca Ugovora  mora se
pripremiti  ugovor  koji (e
odredivati njihove respektivne
odgovornosti koji se¢ odnose na
proizvodnju i kontrolu
proizvoda.  Tehniéki  aspekti
ugovora ée se utvrditi od strane
kompetentnih  lica koji  su
eksperti u polju farmaceutske
tehnologije analize i DPP lekova.
Svi sporazumi za proizvodnju I
analizu moraju biti u skladu sa
autorizacijom trgovine,
dogovoreno izmedu obe strane.

Ugovor bi trebalo da odredi
nacin na koji kvalifikovano lice
dozvoljava/izdaje serju za
prodaju, obezbeduje da je svaka
serija  bila  proverena i
proizvedena u  skladu sa
zahtevima Autorizacije Trgovine.
Ugover bi trebalo da  jasno
opisuje ko je odgovoran #a

(o




d)

pérgjegjés  pér  blerjen e
materialeve, analizén dhe
lejimin/liimin =~ e materialeve/

lendéve, ndérmarrjen e kontrolleve
mbi prodhimin dhe cilésiné, duke
pérfshird kontrollet né proces dhe
s¢ kush ka pérgjegigsingé mbi
marrjen & mostrave dhe analizat.

Né rastin e kontraktimit &
analizave, kontrata duhet &
deklarojé nitge Pranuesi 1

Kontratés duhet t& marré apo jo
mostra n& ambientet e fabrikuesit.

Dokumentet —mbi  fabrikimin,
analizén dhe shpémdarjen si dhe
maostrat reference duhet t& mbahen
ose 1¢ jené ¥ disponucshme te
Dhéniési i@ Kontratés. NE rast
ankesash ose njé defekti t& dyshuar
¢do dokument g€ ka lidhje me
vlerésimin e cilésisE sE njé
produkti  dubet & jetE i
disponueshém dhe i specifikuar ni
procedurat ¢ defekvtérheqjes 1€
Dhénésit & Kontratiés.

Kontrata duhet t& lejoj¢ Dhénésin
¢ Kontratés pér t€ vizituar paisjet e
Pranuesit t& Konfratés.

NE rast kontraktimi t& analizave,
Pranuesi 1 Kontratés duhet (&
nénkuptojé q¢ ai Eshté subjekt
inspektimi nga auloritetet

kompetente.

d)

purchasing materials, analyzing
and admitting/relcasing
materials/substances, undertaking

production and quality controls,
including in-process controls, and
who has responsibility for sampling
and analysis. In the case of contract
analysis, the contract should state
whether or not the Contract
Acceptor should wake samples at the
premises of the manufacturer,

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 the
Contract Giver.

The contract should permit the
Contract Giver to visit the facilities
of the Contract Acceptor.

In the case of analysis contract, the
Coniract Acceptor should
understand that he is subject 1o
Inspection by the competent
Authorities.

d)

nabavku materijala, analizu i |

dozvoljavanje / odobravanje
materijala / substance,
kontrolisanje  proizvodnje i

kvaliteta, ukljuéujuéi kontrole u
procesu, a ko ima odgovormost za
uzimanje uzoraka i analiza, U
sludaju ugovora analiza, ugovor
bi webalo da deklaride da i
Primaoc Ugovora treba da uzme
ili ne uzorke u prostorijjama
proizvodada.

Dokumenti o proizvodnji, analizi
i distribuciji i referentni uzorci
treba da se <&uvaju ili budu
dostupni kod Davaoca Ugovora.
U sludaju Zalbe ili sumnje za
defekt, svaki dokument vezan za
procenu kvaliteta proizvoda mora
biti dostupan i specifikovan u

procedurama za
defekt/poviatenje Davaoca
Ugovora.

Ugovor bo trebale da dozvoljava
Davaocu Ugovora da posetl
postrojenja Primaoca Ugavora.

U sluaju ugovora analiza,
Primaoc Ugovora treba da bude
svestan da je predmet inspekcije
kompetentnih organa.




Kosovo Medicines Agency

Apneksi B-Tarifat ¢ DAM/ tariffs in the DAM/ tarife odelenja AM

SCHEDULE OF FEES FOR MARKETING AUTHORISATIONS

An applicant must pay the marketing authorisation fee (including expert examination costs) according lo
the following fee schedule.

TYPE OF APPLICATION Fee (Euros)

A, Markeling Authorisation (5 years)
1. Original medicinal produet under complete and independent procedure (for each srength 2,000
and form)

1.1 for each additional form 750
1.2 for each additional strength S00
1.3 for each additional package 250

2. Medicinal product under EU- Ceniralised procedure EMA-CPP (for each strength and 2,000
form)

2.1 for each additional form 750
2.2 for each additional strength 500
2.3 for each additional package 250
3. Medicinal product under EU- Decentralised procedure (for each strength and form)

3.1 NCE/NBE 2,000
3.2 Generic 10030
3.3 for each additional form 750
3.4 for each additional strength 500
3.5 for each additional package 250
4, Medicinal product under Unilateral recognition procedure (for each strength and form) 2.000
4.1 for each additional form 750
4.2 for each additional strength S00
4.3 for each additional package 250
5. Medicinal product under Well Established Medicinal Use (bibliographic) procedure (for 1000
each strength and form)

5.1 for each additional form T30
5.2 for each additional strength 500
5.3 for cach additional package 250

6. Medicinal product under Essential Similarity (Informed consent) procedure (for each 1,000
strength and form)

6.1 for each additional form T30
6.2 for each additional strength 500
6.3 for each additional package 230

7. Medicinal product under Essential Similarity (Generic and Generic different) procedure 1,000
(for each strength and form)

7.1 for each additional form 750

7.2 for each additional strength 500

7.3 for each additional package 250
1/2
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8. Line extension (Reference strength and form) 1000
8.1 for each additional form 750
8.2 for each additional strength 500
8.3 for each additional package 250
9. Traditional Herbal medicinal product 1000
9.1 for cach additional form 750
9.2 for each additional strength 500
9.3 for each additional package 250
10. Medicinal produet under Simplified procedure pursuant io Article 11 2000
of the Al Nr.17/2013 (for each strengih and form)

10.1 for cach additional form 750
10.2 for each additional strength S00
10.3 for each additional package 250
11.CPP Certificate 1000
12. Regulatory or Scientific advice to applicant 50

13. Variations
200

13.1.Type [ variation 400
13.2. Type 11 variation

14, Renewal

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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