Republika e Kosovés
Republika Kosova-Republic of Kosova
Qeveria —Vlada-Government
Ministria e Shéndetésisé/Ministarstvo Zdravstva/Ministry of Health

30 Prill 2020
Nr. Xx/2020

Bazuar né nenin 132 t& Ligjit Nr. 05/L -031 - Pér procedurén e pérgjithshme administrative, nenin 38 t& Ligjit 04/L-190- Pér Produkte dhe Pajisje medicinale, nenin
17 t& Udhézimit Administraitv 02/2019 - Pér rregullimin e ¢gmimeve té produkteve dhe pajisjeve medicinale, Vendimin nr. protokolli 35/2019, daté 27.06.2019, me
rastin e shqyrtimit t& kérkesés me Nr. 54, té datés 27.03.2020, nga Kompania Varus, me seli né Prishting, me adresé: Lote Vaku P25, me person pérgjegjés Blerta
Hamolar, té ushtruar kundrejt vendimit t& komisionit p&ér ¢gmime té publikuar mé 23 Mars né webfagen e MSH, Komisioni pér ¢mime, né takimin e mbajtur me daté
30.04.2020, nxjerr kété:

VENDIM

Aprovohet pjeserisht kérkesa pér rishqyrtim t&€ gmimeve e parashtruar nga Kompania Varus, me seli né Prishting, me adresé: Lote Vaku P25.

Cmimet finale jané si vijon:

Concor ®,bisoprolol, film coated tablet,5mg,30 film tlb 3.30
Concor ®,bisoprolol,film coated tablet,10mg,30 film tlb 4.43
Concor COR,bisoprolol,film coated tablet,2.5mg30 film tlb 2.51
Concor COR,bisoprolol,film coated tablet,1.25mg,30 film tlb ~ 1.93
Glucophage,metformin,film coated tablet,500mg,30 film tlb 1.10
Glucophage,metformin,film coated tablet,850mg,30 film tlb 1.62
Glucophage,metformin,film coated tablet,1000mg,30 film tilb ~ 1.83

GLUCOPHAGE XR,metformin,prolonged-release tablet,500mg,30 tlb 2.88
GLUCOPHAGE XR,metformin,prolonged-release tablet,750mg,30 tlb 3.43
GLUCOPHAGE XR,metformin,prolonged-release tablet,1000mg,30 tlb 4.06

Cetrotide,cetrorelix,powder and solvent for suspension for injection,0.25mg,1 pcs 28.99



ERBITUX,cetuximab,solution for infusion,5mg/1ml, 1 pes, 20ml 191.94

Crinone ,progesterone,vaginal gel,8%,15 aplicators 34.70
GONAL-f, follitropin alfa,powder and solvent for solution for injection,75UL 1 PCS, 3ml 23.26
GONAL-f,follitropin alfa,powder and solvent for solution for injection,450UL, 1PCS, 3ml 133.53

REBIF 22,interferon beta-1a,solution for injection/infusion in pre-filled syringe,22mcg,3PCS,Iml  180.19
REBIF 44, interferon beta-1a,solution for injection/infusion in pre-filled syringe,44mcg,12PCS,1ml 786.25

Ovitrelle,choriogonadotropin alfa,solution for injection,250meg/0.5ml,1 pcs 25.95

SAIZEN ® 12 mg,somatropin,solution for injection in pre-filled pen,12mg, 1 pcs 175.25

SAIZEN ® 20 mg,somatropin,solution for injection in pre-filled pen,20mg, 1 pcs 292.09

SAIZEN ® 6 mg,somatropin,solution for injection in pre-filled pen,6mg,1pcs 87.63

Saizen 8mg Click -Easy,somatropin,powder and solvent for solution for injection,8mg, 5pcs 751.47
Arsyetimi

Ministria e Shéndetésisé, pérkatésisht komisioni pér ¢mime bazuar né dispozitat e Udhézimit Administrativ 02/2019 pér rregullimin e ¢gmimeve t€ produkteve
medicinale pas zhvillimit t& procedurave té parapara me aplikacionet, dhe evalumin e tyre mé daté 23 Mars 2020 ka publikuar vendimin pér pércaktimin e ¢gmimeve
t& produkteve medicinale té& cilat posedojné autorizim pér marketing prané AKPPM. Bazur né paragrafin 1 t€ nenit 17 kundér vendimit té komisionit pala ka t& drejté
t& parashtrojé kérkesé pér rishqyrtim né komisionin pér ¢gmime né afat prej 8 ditésh nga dita e publikimit t¢ vendimeve.

Kompania Varus, me seli né Prishtiné, me adresé: Lote Vaku P25, bazuar né paragrafin | té nenit 17 ¢ UA 02/2019, brenda afatit ka parashtruar kérkesén pér
rishqyrtim t&é ¢mimeve té produkteve medicinale si vijon:

Concor ®,bisoprolol,film coated tablet,5mg,30 film tlb 3.90
Concor ®,bisoprolol,film coated tablet,10mg,30 film tlb

Concor COR,bisoprolol,film coated tablet,2.5mg30 film tlb 3.00
Concor COR,bisoprolol,film coated tablet,1.25mg,30 film tlb
Glucophage,metformin,film coated tablet,500mg,30 film tlb 1.60
Glucophage,metformin,film coated tablet,850mg,30 film tlb 1.81
Glucophage,metformin,film coated tablet,1000mg,30 film tlb 2.16

GLUCOPHAGE XR,metformin,prolonged-release tablet,500mg,30 tib  3.23
GLUCOPHAGE XR,metformin,prolonged-release tablet,750mg,30 tlb  3.77
GLUCOPHAGE XR,metformin,prolonged-release tablet,1000mg,30 tlb 4.24

Cetrotide,cetrorelix,powder and solvent for suspension for injection,0.25mg,1 pcs 41.20
ERBITUX,cetuximab,solution for infusion,5mg/1ml,1 pcs, 20ml 240.64
Crinone ,progesterone,vaginal gel,8%, 15 aplicators 41.30

GONAL-f, follitropin alfa,powder and solvent for solution for injection,75UL,1PCS, 3ml 23.92
GONAL-f follitropin alfa,powder and solvent for solution for injection,450UI, 1PCS, 3ml 133.53

REBIF 22,interferon beta-1a,solution for injection/infusion in pre-filled syringe,22mcg,3PCS, 1ml 216.92
REBIF 44,interferon beta-1a,solution for injection/infusion in pre-filled syringe,44mcg,12PCS, 1ml 960.05
Ovitrelle,choriogonadotropin alfa,solution for injection,250mcg/0.5ml, 1 pcs 32.41

SAIZEN ® 12 mg,somatropin,solution for injection in pre-filled pen,12mg,1pcs



SAIZEN ® 20 mg,somatropin,solution for injection in pre-filled pen,20mg, 1 pcs
SAIZEN ® 6 mg,somatropin,solution for injection in pre-filled pen,6mg,1pcs
Saizen 8mg Click -Easy,somatropin,powder and solvent for solution for injection,8mg,Spcs

1091.18

Komisioni duke u bazuar né dispozitat e udhézimit administrativ pérkatésisht né paragrafin 2 t€ nenit 17 t&¢ UA 02/2019 ka pércaktuar si vijon:

MAH:Merck Serono Europe Limited

; ... | Cmiminé& € né | Cmim
Emri i e Fortes ey e vendet i final . G
: INN farmaceuti : e deklarua o Komenti nga komisioni
produktit L ia aketineit 2 referente/origj né _
_ L més Euro . :
Concor ® bisoprolol | film coated | 5mg 30 filmtlb | 3.90 Al- 3.90 3.30 Cmimi final &shté pérzgjedhur né bazé t& ¢mimeve t&
tablet Mk - 3.31 vendeve referente primare
Mn - 3.39
Hr-2.63
Concor ® bisoprolol | film coated | 10mg | 30 film tlb Al- 5.10 4.43 Cmimi final &shté pérzgjedhur né bazé t& ¢gmimeve té
tablet Hr-3.76 vendeve referente primare
Concor bisoprolol | film coated | 2.5mg | 30 film tlb | 3.00 Al- 2.60 2.51 Cmimi final éshté pérzgjedhur né bazé t& ¢mimeve té
COR tablet Mk -2.46 vendeve referente primare
Mn - 2.63
Hr—2.34
Concor bisoprolol | film coated | 1.25m | 30 film tlb Hr-1.93 1.93 NE& mungesé t&€ ¢mimeve né vendet primare, cmimi éshté
COR tablet g pérzgjedhur nga ¢gmimet e shteteve sekondare
Glucophage | metformin | film coated | 500m | 30 filmtlb | 1.60 Al- 2.1 1.10 ¢mimi final &shté pérzgjedhur né bazé té ¢mimeve té
tablet g Mk - 1.47 vendeve referente duke hequr ¢mimin e Shqipérisé si
Mn - 0.97 ¢mim i larté
Hr - 0.88
Glucophage | metformin | film coated | 850m | 30 filmtlb | 1.81 Al- 24 1.62 ¢mimi final éshté pérzgjedhur né bazé t€ ¢mimeve té
tablet g Mk — 1.66 vendeve referente duke hequr ¢mimin e Shqipérisé si
Mn - 1.61 ¢mim i larté.
Hr—1.61
Glucophage | metformin | film coated | 1000 | 30 filmtlb | 2.16 Al- 33 1.83 ¢mimi final &éshté pérzgjedhur né bazé té ¢mimeve té&
tablet mg Mk —2.02 vendeve referente duke hequr ¢mimin e Shqipérisé si
Mn - 1.57 ¢mim i larté.
Hr-1.91
GLUCOPH | metformin | prolonged- | 500m | 30tlb 3.23 Mk - 3.15 2.88 ¢mimi final &shté pérzgjedhur né bazé té ¢mimeve té
AGE XR release g Hr-2.60 vendeve referente

tablet




GLUCOPH | metformin | prolonged- | 750m | 30tlb 3.7 Mk -3.79 3.43 ¢mimi final &shté pérzgjedhur né bazé té ¢mimeve té
AGE XR release g Hr-3.07 vendeve referente
tablet
GLUCOPH | metformin | prolonged- | 1000 | 30tlb 4.24 Mk - 3.67 4.06 ¢mimi final éshté pérzgjedhur né bazé t&€ ¢mimeve t&
AGE XR release mg Hr —4.45 vendeve referente.
tablet
Cetrotide cetrorelix | powder and | 0.25m | 1 pcs 41.20 MK-33.39 28.99 | ¢mimi final éshté pérzgjedhur né bazé té ¢mimeve té
solvent for | g HR-35.43 vendeve referente.
suspension MN-32.27
for Mesatarja
injection 33.69
SL-33.69
CZK-24.28
Mesatarja
28.99
ERBITUX cetuximab | solution for | Smg/l | 1 pcs, 240.64 | Mk—194.75 191.9 | Cmimi final &shté pérzgjedhur né bazé t&€ ¢gmimeve t&
infusion ml 20ml Hr—189.13 4 vendeve referente primare
Crinone progestero | vaginal gel | 8% 15 41.30 Al- 29.55 34.70 | Cmimi final éshté pérzgjedhur né bazé té¢ ¢mimeve té
ne aplicators Mk - 33.52 vendeve referente primare
HR- 41.03
GONAL-f follitropin | powder and | 75UI | IPCS, 3ml | 23.92 Mk -21.79 23.26 | ¢mimi final &shté pérzgjedhur n& bazé t& ¢mimeve t&
alfa solvent for Mn - 22.86 vendeve referente
solution for Hr—25.13
injection
GONAL-f follitropin | powder and | 450UI | 1PCS, 3ml | 133.53 | Mk —139.54 133.5 | Aprovohet kerkesa e pales
alfa solvent for Al-134.74 3
solution for Hr—139.42
injection Mesatarja
137.80
REBIF 22 interferon | solution for | 22mc | 3PCS, Iml | 216.92 | Mk — 175.60 180.1 | Cmimi final &shté pé&rzgjedhur né bazé t& ¢mimeve té
beta-la injection/in | g Al-179.49 9 vendeve referente primare
fusion in Hr— 185.48
pre-filled
syringe
REBIF 44 interferon | solution for | 44mc | 12PCS, 960.05 Mk - 779.61 786.2 | Cmimi final &shté pérzgjedhur né bazé t& ¢mimeve t&
beta-1a injection/in | g Iml Al—-790.32 5 vendeve referente primare
fusion in Hr—847.44
pre-filled MN-727.62

syringe




Ovitrelle choriogon | solution for | 250m | 1 pcs 32.41 MK-25.98 25.95 | Cmimi final éshté pérzgjedhur né bazé té ¢mimeve té
adotropin | injection cg/0.5 HR-27.68 vendeve referente primare
alfa ml MN-24.20
SAIZEN ® | somatropi | solution for | 12mg | Ipcs CZK-175.25 | 175.2 | N& mungesé t€ gmimeve né vendet primare, cmimi éshté
12 mg n injection in 5 pérzgjedhur nga ¢mimet e shteteve sekondare
pre-filled
pen
SAIZEN ® | somatropi | solution for | 20mg | Ipcs CZK-292.09 |292.0 | Némungesé té cmimeve né vendet primare, cmimi éshté
20 mg n injection in 9 pérzgjedhur nga ¢mimet e shteteve sekondare
pre-filled
pen
SAIZEN ® | somatropi | solution for | 6mg Ipcs CZK- 87.63 87.63 | Né mungesé t&€ gmimeve né vendet primare, cmimi &shté
6 mg n injection in pérzgjedhur nga ¢mimet e shteteve sekondare
pre-filled
pen
Saizen 8mg | somatropi | powder and | 8mg Spcs 1091.18 | Al- 610.50 751.4 | ¢mimi final &shté pérzgjedhur né bazé té ¢mimeve t&
Click -Easy | n solvent for Mk —892.45 7 vendeve referente
solution for
injection

Nga sa u tha u vendos si né dispozit t& kétij vendimi.

Késhillé juridike: Pala ka t& drejté ankese 15 dité kalendarike pas shpalljes sé késaj pérgjigjje né Bordin pér Ankesa pér ¢gmime té produkteve medicinale né

Ministriné e Shéndetésisé.
M
| [
/

Komisioni pér ¢gmime:

1. Naim Bardiqi MSH kryetar i

2. Selvete Shuleta AKPPM anétare .-
3. Etrit Tetova AKK anétar , -

4. Amir Keka FSSH anétar e

5. Shkumbin Jusufi OFK anétar /7 St

6. Dardan Nallbani MTI anétar / V,, ’ 4"

7. Blerta Kika MF anétare V3

Vendimi i dérgohet:



Palés,
Departamenti farmaceutik,

Arkivés.



