ey |

BN
- e T i o
Ki VES REPUBLIKA k ;
(vl e Shangerene Minsanbe 14038 e ol |
. . o W—WI"WJHLKLM iy -
l 1
| Mt Prot O
| B g o Blot N 324 |
\ nif | __—.——‘_—.
I R 5 ] 20 %.
wolsee, | og . Buum )L 08
Ha. pages. === EA P—
PRISHTIME

Republika e Kosovés
Republika Kosova-Republic of Kosovo
Qeveria-Vlada-Government
Ministria e Shéndetésisé / Ministarstvo Zdravija / Ministry of Health
Agjencia e Kosovés pér Produkte dhe Pajisje Medicinale/Kosovska Agencija za Medicinske
Proizvoda/Kosovo Medicines Agency

Nr.291/VIII/2026

Daté: 27.08.2020
U.D.Kryeshefi i Agjencisé sé Kosovés pér Produkte dhe Pajisje Medicinale, bazuar né nenin 145
paragrafi 2 t& Kushtetutés sé Republikés s& Kosovés, duke u mbéshtetur né nenin 12, 22 dhe 23 &
Ligjit Nr.06/L-113 pér Organizimin dhe Funksionimin e Administratés Shtetérore dhe t&
Agjencive t€ Pavarura t& Republikés s& Kosovés, (Gazeta Zyrtare, Nr. 7/ 01 Mars 2019). né bazg
t€ Ligjit Nr.04/L-190 pér Produkte dhe Pajisje Medicinale, duke u bazuar né nenin 20 t& Udhé&zimit
Administrativ. Nr.01/2015 Autorizimi pér Marketing pér Produkte Medicinale, si dhe pas
shqyrtimit t& dokumentacionit dhe informatave té reja lidhur me gjetjet e mospérputhshmérisg me
kérkesat e EU GMP-s¢, t& konstatuara nga autoriteti kompetent i Republikés sé Kroacisé — Agency
for Medicinal Products and Medical Devices of Croatia (HALMED), merr kétg:

VENDIM

Pér marrjen e masave té pérkohshme mbrojtése ndaj produkteve medicinale té Bartésit
pér Autorizim pér Marketing Swiss Parenterals Ltd., Indi

Neni 1
Pezullimi i Autorizimeve pér Marketing

1. Pezullohen pérkohésisht Autorizimet pér Marketing té produkteve medicinale t& Swiss
Parenterals Ltd., Indi p&r njésité prodhuese pérgjegjése té proceseve t& prodhimit dhe
lirimit t& seris&, me lokacionet si n& vijim;

» 808, 809 and 810 Kerala Industrial Estate, GIDC, Near Bavla, Ahmedabad,
Gujarat, India;

o Unit II, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near Bavla,
Ahmedabad, Gujarat, India.

2. Produktet medicinale, pér t& cilat pezullohen p&rkohésisht Autorizimet pér Marketing, jang
t€ pércaktuara né Shtojcén 1 t& kétij Vendimi, e cila &sht& pjesé pérbérése e tij.



3. Pezullimi &shté i pérkohshém dhe do t& mbetet né fuqi deri n& marrjen e vendimit tjetér.

Neni 2
Pezullimi i procedurave né proces

Pezullohen pérkohésisht procedurat pér Autorizime p&r Marketing dhe importit pér produktet
medicinale t& pércaktuara né Shtojcén 1 t& kétij Vendimi.

Neni 3
Ndalimi i tregtimit dhe karantinimi i stokut

1. Pérproduktet medicinale t€ p&rcaktuara né Shtojcén | t€ kétij Vendimi, ndalohet menjéherg
shitja, furnizimi dhe shp&rndarja e tyre né tregun e Republikés s& Kosovés deri né marrjen
e njé vendimi tjetér nga AKPPM.

2. Bartési i Autorizimit pér Marketing apo pérfagésuesi i autorizuar i tij, obligohet q& t&
sigurojé karantinimin e t€ gjith€é stokut ekzistues t& produkteve t& prekura, brenda 72
(shtatédhjeté e dy) oréve nga hyrja n& fuqi e kétij Vendimi.

3. Produktet medicinale t& vendosura n& karanting duhet t& identifikohen dhe t& ndahen nga
produktet e liruara pér qarkullim dhe t& mbahen ng& kushte t& pérshiatshme t& ruajtjes.

4. Obligohet Bartési i Autorizimit pér Marketing apo pérfaqésuesi i autorizuar i tij, q& &
raportojé tek AKPPM dhe Inspektoratin Farmaceutik t& Ministrisé sé Shéndetésisé pér
veprimet e ndérmarra.

Neni 4
Hyrja né Fuqi

Vendimi hyn ng fuqi ditén e nénshkrimit,

Arsyetim

Gjaté shqyrtimit t& dosjeve t& produkteve medicinale t€ Swiss Parenterals Ltd. &shté konstatuar se,
pérveg Certifikatave WHO GMP t€ léshuara nga autoriteti kompetent i Republikés s& Indisg, né
dosjet pérkatése jané té evidentuara edhe Certifikata EU GMP t& léshuara nga autoriteti kompetent
i Republikés s& Kroacis€ - HALMED.



Sipas t&€ dhénave zyrtare t€ publikuara né databazén EudraGMDP, pér njésiné 808, 809 and 810
Kerala Industrial Estate, GIDC, Near Bavla, Ahmedabad, Gujarat, India, inspektimi i fundit i
zhvilluar mé 13.03.2026 ka evidentuar 7 manggsi kritike dhe 9 manggsi madhore. Ndér manggsité
kritike jang& evidentuar, ndér & tjera, mangési né sistemin e menaxhimit t& cii&sisé farmaceutike
pér produktet sterile, menaxhimin e devijimeve, menaxhimin e rrezikut, si dhe mangési né teknikat
aseptike, kualifikimin, trajnimin dhe praktikat e operatoréve, n& kundérshtim me kérkesat e EU
GMP Annex 1.

Gjithashtu, pér lokacionin Unit II, Plot No. 402, 412-414 Kerala Industrial Estate, GIDC, Near
Bavla, Ahmedabad, Gujarat, India, inspektimi i datés 13.03.2026 ka evidentuar 3 mangési kritike.
12 mangési madhore dhe 2 mangési t€ tjera. Mangésité kritike lidhen, ndér t& tjera, me
mosminimizimin e rrezigeve t€ kontaminimit gjaté ndérhyrjeve njerézore né zonén kritike té klasés
A gjat€ operacioneve aseptike, si dhe me praktikat dhe sjelljen aseptike t& operatoréve. Mangésité
kritike lidhen, nd&r t& tjera, me sistemin e menaxhimit t& cilésisé farmaceutike, menaxhimin e
devijimeve dhe rrezikut, proceset aseptike, kontrollin e kontaminimit, ndérhyrjet njerézore ng
zonat kritike, si dhe trajnimin dhe praktikat aseptike t& operatoréve.

Kéto gjetje kané réndési t& drejtpérdrejté pér siguriné dhe cilésing e produkteve sterile, pasi prekin
elemente thelb&sore t& kontrollit t& procesit & prodhimit dhe parandalimit t& kontaminimit.

Edhe pse né dosjet pérkatése jang t& pranishme Certifikata WHO GMP t& [&shuara nga autoriteti
kompetent i Republikés s& Indisé, ekzistenca e tyre nuk e pérjashton nevojén pér rivierésim t&
situatés kur autoriteti tjetér kompetent ka konstatuar mospérputhshméri serioze dhe ka ndérmarré
procedurén pér térheqjen e certifikatave EU GMP.

AKPPM, mé daté 30.07.2026, ka kérkuar p&rmes kanaleve diplomatike informata dhe sqarime
zyrtare nga autoriteti kompetent i Republikés s& Indisé lidhur me statusin aktual t& p&rputhshmérisé
me kérkesat e GMP-sé t€ kétyre njésive. Deri né marrjen e kétij Vendimi, AKPPM nuk ka pranuar
pérgjigje zyrtare pérmes kanaleve diplomatike.

Megjithaté, mé dat& 26.08.2026, pérmes pérfaqésuesit t& autorizuar t&€ BAM-it, AKPPM ka pranuar
njé shkresé t€ léshuar nga Komisioneri i autoritetit kompetent t& Republikés s& Indisé — FDCA.
Pérgjigjja e autoritetit kompetent t& Republikés s& Indisé — FDCA, Gujarat, nuk konfirmon
ndérmarrjen e ndonjé mase rregullatore dhe as nuk sqaron nése do t& ndérmerren masa lidhur me
gjetjet e autoritetit kompetent kroat. Pérgjigjja vetém konfirmon vlefshméring e Certifikatés WHO
GMP dhe mungesén € masave té ndérmarra deri mé tani.

N& kéto rrethana, vazhdimi i qarkullimit t& kétyre produkteve para pérfundimit t& verifikimeve
mund t€ cenojé mbrojtjen e shé&ndetit publik, prandaj &shté e nevojshme ndérmarrja e
menjéhershme e masave t& p&rkohshme pér ndalimin e garkullimit dhe karantinimin e stokut
ekzistues.

Masat e pércaktuara me két& Vendim jang t& nevojshme dhe proporcionale si masa té pérkohshme
mbrojtése, me qéllim t& parandalimit t& ¢do rreziku t& mundshém dhe sigurimit q& produktet
medicinale t€ vendosura né& tregun e Republikés s& Kosovés t& pérmbushin kérkesat pér cilési dhe
siguri, né pérputhje me Ligjin Nr. 04/L-190 pér Produkte dhe Pajisje Medicinale.



Késhillé juridike: Pala e pakénaqur ka t€ drejté ankese né Bordin e Ankesave né afat prej 8 (teté)
ditésh nga dita e pranimit t€ kétij vendimi.
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Swiss Parenterals Ltd., Indi / Dreni Pharm / Liri Med Sh.P.K;

Zyra e Kryeshefit Ekzekutiv t&8 AKPPM — s&;

Departamentit t€ Autorizim Marketingut:

Departamentit t& Licencimit;

LZKCPPM — sé;

Ministrisé s&€ Shéndetésisé/Kabinetit t& Ministrit/Sekretarit té Pérgjithshém;
SHSKUK - s&;

Inspektoriatit Shéndetésor/Inspektoriatit Farmaceutik;

Zyra Ligjore e AKPPM — sé:;

Arkives s&€ AKPPM — sé.



Shtojea 1

ATC Forma
Emri i produktit Substanca Aktive Doza Kodi Farmaceutike Paketimi Prodhuesi Numri i RMA
10 ml glass vial [
packed with 20
mm Grey Bromo
Butyl Rubber
Stopper and
Sealed with 20
Powder for mm Approved .
ACYCLOVIR FOR solution for Colored Flipoff | Swiss Parenterals | MA-
INJECTION USP Acyclovir Sedium 250 mg JG5ABOL injection Seal Ltd., India 09038/29/05/2026
carten along with
| tray&insert, I
amber glass 1 x
. . i 10 ml ampoules, SWISS |
ADRENALINE Adrenaline Acid Solution for Soluticn for | PARENTERALS | MA-
INJECTIONBP | Tartrate BF Img/lml | COICAZ24 | injection injectinn ;’Ill . India | 0295/23/08/2023
Solution for Swiss Parenterals | RMA-

AMIKA 500 Amikacin sulphate 500 mg/2 ml J01GBO6 injection | vial incarton | Pvt.Ltd, India | 3453/13/07/2023
| I I

Aminophyllime

injection BP | Solution for box containing 5 | Swiss Parenterals | RMA-

250mg/10ml aminophylline 250 mg/10 ml RO3DAS55 | injection ampoules x 10ml_| Pyt Ltd, India 2951/26/08/2022 |

AMIODARONE i aronle

STERILE | Concentrate for packed in a M/s. Swiss

CONCENTRATE Amiodarone solution for carton along with | Parenterals Ltd., RMA-

BP 50 mg/ml, 3ml Hvdrochloride 30 mg/1 ml COIBDO1 | injectionfinfusion | aninsenn India | 02385/05/10/2025

cardboard box '
taming 1 vial

AMPICILLIN Powder for SD'.]’l.SaIn;lln:J;lai; "

SODIUM FOR Ampicillin Sodium solution for glass Vial (USP | Swiss Parenterals | MA-

INJECTION BP BP 500 mg JOICAOL injection type-1) Ltd., india 0198/19/05/2023

cardboard box. |
taining [ vial
| AMPICILLIN Powder for 7.5 ml i '

SODIUM FOR Ampicillin Sodium solution for glass Vial (USP Swiss Parenterals | MA-
__INJECTION BP BP 1 GM JO1CAOL injection type-1 | Ltd., India 08475/18/12/2024
[ Ro» .- |
| AMPICILLIN Powder for el
| SODIUM FOR Ampicillin Sodum solution for ml Plain Glass i Swiss Parenterals | MA-
| INJECTION BP BP 500 mg | Jo1cAa0l injection Vial | Ltd., India 09087/26/06/2026
| e i
|
|
| Film coated swiss parenterals | RMA-
| Biolis tadalafil 5mg GO4BEOS | tablet 1x4 tablets | pvt. Itd., India 3167/15/52/2022 |
| | Box containing

) 1x4 tablets
Film coated nPvVC - ALU Swiss Parenterals | RMA-
| Biolis | tadalafil - | 20mg | GO4BEOS | tablet Blister | Pyt Ltd., India | 2990/28/09/2022 |
l | Carten box
N | | contaiping I X
Sildenafil Citrate | PVC/Alubhster | Swiss Parenterals | MA-
BIOSUTRA | USPEq to Sildenafit | 100 mg ] l GO4BEQ3 | Tablet with 4 tahlet | Ltd., India 05836/23/02/2024 |




Cefazolin Sodium

Powder for

Cefazolin Sodium for | BP Equivalent to solution for Swiss Parenterals | RMA-
Injection BP Cefazolin lg J01DB04 injection 1 vialinacarton | Lid, India 0327/26/10/2023
Ceftazidime with
Ceftazidime and Sodium Carbonate Powder for Box containing
Avibactam for USP, Avibactam solution for 10 glass vial x 20 | Swiss Parenterals | MA-
| Imjection Sodium | 25gm 1 JO1DDO02 | injection m_ | Ltd, India | 08872/10/12/2025 |
Sterile Cefirizxone l'llz'.‘“" Ius; t','.:]'l
Sodium USP e '
| Equivalent to Powder for ampoules, SWISS
Cefiriaxone selution for | Powder for | PARENTERALS | MA-
CEPHTIZONE (anhydrous) lg | 101DDO4 | injection injection | LTD.India | 0080/01/04/2022
‘ Colistimethate Powder for SWISS
| Sedium fer Injection | Colistimethate solution for Box containing | | PARENTERALS | MA-
| BP Sedium 10,00.000 ILf JO1XB01 | infusion vial x 10ml LTD, India 08630/27/052025
| i
Diazepam Injection Solution for 10 ampoulesx 2 | Swiss Parenterals | MA-
. BP Diazepam 10mg/2ml | NOSBAO! | injection ml | LTD, India | 08505/22/01/2025 |
I 1
| i | box containing . |
Solution for 10 ampoule x 2 Swiss Parenterals | MA-
| DONALGIN Metamizole Sodium 1gm/2ml NO2BB02 | injection ml Lid, India 08575/28/03/2025
Powder and ! vi.al with
powder+ |
. | SOIve_nt for ampoules with .
Methylprednisons solution for solventincarton | Swiss Parenterals | RMA-
Drenomod-Solu 40 | Sodium Succinate 40 mg HO2ABO4 | injection box LTD, India 2559/18/10/2021
10 X Zml amber
| glass ampoales
. | with a tray B
FUROSEMIDE Solution for packed in cartons | Swiss Parenterals | MA-
INJECTION BP Furosemide 10 MG / ML CO3CAOI injection | along with mnsert Ltd., India | 09086]26/!_]§]2026
. |
Gentamicin Injection | Gentamicin Sulphate Solution for 10ampoulesx2 | Swiss Parenterals | RMVA-
BP Eq. to Gentamicin 80 mg/2 ml | JO1GB03 injection ml Ltd, India 0326/26/10/2023 |
| |
cardboard box, 1
. ml amber colour X
Solution for glass ampoule, 10 | Swiss Parenterals | MA-
| HALOPERIDOL Haloperidol 5 mg'l ml NOSADO! | injection x | ml ampoules | Ltd., India_ | 0190/17/09/2021
[
| | |
! Haloperido) Haloperidol Solution for 10 x Lml Swiss RMA-
| Decanoate Injection decanoate BP 50 mg/1 ml NOSADO1 | injection ampoules | Parenterals, India | 03618/19/02/2024
Carton along
| HYOSCINE | , with insert glass
BUTYLBROMIDE | ampoule, [0x1m), | M/s. SWISS
INJECTION BP Hyoscine Solation for solution for PARENTERALS | BMA-
| 20MG/ML, 1 ML Butylbromide 20mg/lml | AOIBBO! | injection injection | LTD., India 02353/15/12/2025 |
| . carton with |
| Imipenem and insert. 20 ml
Cilastatin For Powder for Plain Glass vial I
Injection USP 500 Imipenem, Cilastatin | solution for {Type-III}, | x Swiss Parenterals : MA-
| mg Sodium 500mg+500me | JOIDHS1 | njection | Ivial | Ltd.. India 08247/30/04/2024 |
| | L. =
Imipenem and
Cilastatin For | Powder for |
Tojection USP 500 Imipenem, Cilastatin solution for Box containing Swiss Parenlterals | MA-
mg Sodium 500mg+500mg JOIDHS1 | njection 10 vial x 20 ml | Ltd., India | 08967/12/03/2026




| [
SWISS
Solution for Box containing 3 | PARENTERALS | RMA-
IRON SUCROSE Iron Sucrose 20 mg/l ml B03AC02 | injection x5 mlampoules | PYT.LTD, India | 2515/29/09/2021
. 10 % Sl SWISS
LIDOCAIN LIDOCAINE _ Selution for containing 3.5ml | PARENTERALS | MA-
| CHLORIDE | HYDROCHLORIDE | 1% | NOIBBO2 | injection | ofsolstion | LTD., India { 0168/14/09/2021 |
| 1
|
Box containing |
. 0x5mighs | SWISS
LIDOCAIN LIDOCAINE Solution for ampoule x 3.5mi | PARENTERALS | MA-
CHLORIDE HYDROCHLORIDE | 1% NO1IBB0Z | injection solution LTD , India | 09037/28/05/2026
Carton box ‘
| 3 N i containing 5 x .
| LINCOMYCIN Lincomycin Solution for 2ml plain glass | Swiss Parenterals | MA-
INJECTION USP Hydrochloride USP 300 mg/ml JOIFFO2 | imjection ampoules LTD, India 08608/24/04/2025
: 30 ml Plain l
| Glass vial (USP
| Type- HI}
MEROGPENEM FOR Powder for packed ma
INJECTION USP 1 Meropenem | | solution for carton along with | Swiss Parenterals | MA-
| GM Trihydrate 1 lg | JOIDHO2 | injection | tayandinser. | LTD,, India | 08216/23/02/2024 |
| 30 ml Plain | | |
| Glass vial (USP
Type- 11}
MEROFPENEM FOR Powder for packed ina
INJECTION USP Meropenem solution for carion along with | Swiss Parenterals | MA- [
500 mg | Trihydrate 500 mga JOIDHO2 injection tray and insert LTD.,, India 08366/06/08/2024 |
carton box | |
| containing 10 |
| plain glass |
X . ampoule x 2mf SWISS
Metoclopramide Metoclopramide Solution for solution for PARENTERALS | MA-
Injection BP hydrochloride Smg/l ml | AO3FAOL | mjection injection | LTD.. India 0378/20/12/2022 |
EromoLoL s
| TARTRATE packed in a M/s. Swiss
| INJECTIONUSP 5 Solution for carton along with | Parenterals Lid., RMA-
! MG/53ML Metoprolol Tartrate 5 mg/5 ml CO7TABO2 | mjection an insert _I_ India | 02568/05/10/2025
METOPROLOL
TARTRATE [ _ Box containmg M/s, Swiss
INJECTION USP 5 Solution for 20%5x5ml Parenterals Lid., | MA-
 MG/SML _| Metoprolol Tartrate | 5 mg/5 ml | CO7ABO2 | injection ampoule | India 0902 0/27/04/2026 |
| 1
| Midazolam injection | Solution for | Swiss Parenterals | MA- |
| BP Midazolam Img/mi NO5SCD0O8 | injection 5 ml vial | LTD. India 08654/18/06/2025 |
I | i '
| |
Solution for 10 % 2 ml amber | Swiss Parenterals | MA- |
MUSKOFLLEKS Thiocolchicoside 4mg/2ml MQ3BX05 | injection glass vial LTD, India | 08544/06/03/2025 |
Bos -
Concentrate for H‘; ‘;lz:mmmg SWISS
NITROGLYCERIN solution for ampoules x 10 PARENTERALS | MA-
INJECTION USP Diluted nitroglycerin IMG/ML,IOML | COIDAO2 | infusion ml LTD., India ' 08732/27/08/2025
| |
Concentrate for Box containing SWISS
NITROGLYCERIN solution for 10 glass PARENTERALS | MA-
[ INJECTION USP Diluted nitroglycerin_| 25mg/SmL_ | COIDA02 | infusion ampoules x Sml | LTD India | 08770/29/09/2025
Pantoprazole Sedium |
(Lyophitized) Powder for SWISS
Equivalent to solution for PARENTERALS | RMA-
Pantoprazol Pantoprazole 40 mg | AD2BCO2 | injection Lvialinacarton | PVT.LTD, India | 3123/16/11/2022 |




Piperacillin and Powder for box containing |
Tazobactam for Piperacillin Sodim, solution for % 30 L clear Swiss Parenterals | MA-
injection USP Tazobactam 45g JOICRO5 | inmjection vaal L., India 08463/13/12/2024
| |
| 3 ml amber glass
Powder for vial clasure i‘ith | .
| 500000 | soluton for rubber stopper Swiss Parenterals | MA-
POLYMYXINB | Polymyxin B _UNITS/VIAL JO1XBOZ | imjection _| and seal | Ltd, India | 09039/29/05/2026 |
I Amber glass 1 | ‘
x 1 ml Ampoules
packed in 2
Fluphenazine ‘ Solution for | carton along with | Swiss Parenterals ‘ MA-
| Psycosin Decanoate 25mg/l ml NOSAB(O2 | injection an insert Ltd., India | 0264/06/10/2022
One amber glass | [ H‘._‘
bottle with
| ‘ integrated
| J adaptor closure | |
[ | which containing
- ' ) 250ml{100%) of )
| Inhalation inhalation | Swiss Parenterals | MA-
| Sevoflurane Sevoflurane 250 ml(100%) NOIABOS | vapour. liquid vapour,Liquid Ltd , India 0366/03/11/2023
| | a
‘ Solution for 10 ampoules ‘ Swiss Parenterals | RMA-
| Synervita Phytomenadione BP 10 mg/1 ml BO2BAO1 injection xIm] Ltd, India | 47655/30/12/2024
’ . |
| TRAMADOL |
HYDROCHLORIDE i | swiss |
INJECTION Tramadol Solution for Ampouls, carton | PARENTERALS ‘ MA-
S0MG/mL,2mL Hvdrochloride 50MG/mL NO2AX02 | injection with insert LTD., India 08402/11/09/2024 |
|
) 10x5ml, glass | SWISS |
Tranexamic Acid Selution for ampoule, carton | PARENTERALS | MA- |
|_injection BP Tranexamic Acid 500 mg/ 5 ml BO2AAO2 | ijection | along withinsert | LTD.. India | 08367/06/08/2024
Sterile Yancomyein
Yancomycin Hydrochloride Powder for
Hydrochloride for Equivalent to solution for Swiss Parenterals | RMA- [
| Injection USP Vancomycin 500 mg | JOIXAOE | injection | Ivialx10ml | Ltd, India | 0342/26/10/2023
Yoriconazole Powder | Powder for |
For Solution For | | solution for Box confaining 1 | Swiss Parenterals | MA-
Infusion Voriconazole 200 mg | JO2AC03 | infusion vial x 30 ml | Lid, India | B8734/08/09/2025 |




