JEPJKABHA CJIYKBA 3 IKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnuuno, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3CHOro B YKpaiHy JikapcbKroro 3acoly

14.11.2024 Ne 60422/24/26

IJTOMEJIIH

(nabiMenysanna nikapcbkoro 3acoy srigno 3 PCECTPALLFIHIM NOCBIAMCHHAM)
KOHUEHTPAT AJIsl po3uuiy Aus indysiii, 20 mxr/ma; no 1 mJa B amnyai; mo S amnyny
KapToHHii KopoOui

(¢popMa BrNycKy, KO3YBAHHSA, BIUL NAKYBAHHA nikapesKoro 3acoby)

Howmep peccrpauiittioro nocsinuenns U A/3658/01/01 crpok aif peectpauitiioro nocsinuenHs HEOOMEKEHUH]

Cepin nikapcbkoro sacoby Ne MAO4MSYV Kinbkicts neeseHoro nikapcbkoro 3acoby 855
BipoBHix Bepnimen, C.A,, Icnanig
(naitmenyBaniis BupobHIKa AiKAPChKOTO 3acoly, kpaina NOXOIDKEHS )
Beesero B YkpaiHy ToapucTno 3 06MeKeNn010 BIANOBIAANLHICTIO "Baitep", inenr. koa:
' 22911794 3

(uaiimenyBanns Ta kol 3a €JIPTIOY 1opuanunet ocobu aGo npissuule, iM's, rio BatLKosi disnynol

0COBU - mianpueMus, T MICUE NPOXURAHHS Ta peectpauiinuil Homep oBaikoBOl KAPTKU NMAATHHKA
nomatkis a6o cepis Ta HOMEp NACHOpPTa)

IMpoToKos Bi3yanbHOTO KOHTPONIO Bil 14.11.2024 N 3958/1.

3a  pesyAbTaTAMK  ACPWEBHOTO  KOHTPOJIO  BCTAaHOBAECHO,  UIO nikapcbkuit  3aci6 Bseseno B Ykpairy 3
AOTPHMAHHAM BUMOT 3aKOHOAABCTEA LONO 3aBeaneuelsHst AKOCTI JiKapebkiX 3ac00iB.
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BepniMeg C.A.

Bys. ®paHumcko AnoHco,

7, 28806, Ankana ne XeHapec
Magpug, lcnanis

CepTudbikar aHaniay Crop.:133
Harta :01.11.2024

Hasea npogyxuii
Po3mip ynakosku

Tun yrakosku
MaTepianbHuit Homep

KpaiHa npusHadyeHHs
PeecTpauiiiHe nocsigyerdHsa Ne

Bunyck

Homep nitiensii 3 BupoGHuyTea

MpodykT 3anakosaHumn

Homep niuensii 3 BupobHuuTea

MpopykT BUpOGNEH!H

Homep niuensii 3 BupobHyLTRa

TemnepaTypa 36epiraHHs
TemnepaTypa TPaHCMOPTYB&HHS

Cuna pii/akTuBHICTL
Nikapcbka dopma

: [nomMeaiH, KoHUeHTPpaT ANA PO3yUHY AN iHdysii, 20mkr/mMn
:no 1 MA B amnyni, 5 aMnyn B KApPTOHHIR ynakosui

T amnynu

181474193

: YkpaiHa
: UA/3658/01/01 (Big 18.03.2020 HeobMexeHuUiA)

: bepniMen C.A.

. syn. ®paxyucko Anoxco, 7, .1,
: Canrta Posa

: 28806, Magpug, IcnaHis

: 3418-E-BERLIMED, S.A.

: bepniMeg C.A.

: Byn. ®paHiimcko Anoxco, 7, ..
: CanTa Po3sa

. 28806, Magpua, Icnanis

: 3418-E-BERLIMED, S.A.

: BepniMeg C.A.

: Byn. ®paHuucko AnoHco, 7, .1,
: CaHTa Po3a

: 28806, Magpug,-lcnaHis

: 3418-E-BERLIMED, S.A.

: bes obmexeHb ‘
: 2-MKT<=30°C 24rop 30-40°

: 20 Mmkr inonpocty/mMn
: PO3UWH Ans iHransuin

Filg: CoA UKR Homedin, MADAMSY pdf




bBepniMeg C.A.

BYN. PpaHunucko AnoHco,

7, 28806, Ankana e XeHapec
Magpua, Icnatis

Crop.

Ceprudbikar aHanisy [ara

1233
:01.11.2024

Marepian: 81474193

InomMepiH, po3uun gnsa iHranauin, 20mkr/mn, 5 amnyn no 1 mn,

UA
Cepis Ha ynakosui . MA0O4MSV KpaiHa npusHadeHHs : YkpaiHa
Hara supobruurtea : 04.10.2023
Crpok npuaaTHocTi  : 31.10.2027
MarepianbHuid Homep : 87631001 IM-ILOMEDIN 20MCG AMPO 1ML INHAL 1N
Cepis In-bulk : MAV4DSL IHCTPYKUiA 3 nepesipky: -—
IHCnekuinHWi noT : 890001131801 Cneyudikallis -
MokasHukuy, Wwo . "
Honycrumi mexi Pesynbrar
KOHTPONKTHLCA
IHcmpykyisi 3 nepesipku BignoeigHo no iHCTpyKuil signosigae
P.5.2.01#020393509-02
Cneuyucbikauis . . N . .
P 5.1.01-018764990-02 BignosigHo Ao cneuudikadii Bianosinae
Onuc Mpo3opuii po3yuH, WO HEe MICTUTL YacToK Bignosigae
Idenmucpikayis inonpocty (TWX) | 3rigto si cneundikatieto Bignosinae
Idenmucpixayis inonpocty (BEPX) | 3rigHo si cneuudikatlieio sianosinae
I0enmucbikayis TpomeTamon 3riaHo 3i cneundikauieto BianoBinae
10eHmucbikaujs HaTpilo 3rigHo 3i cneundikauieto Bignoeinae
Mexaniuni aknroueHHs >= 10 mkm | Makc. 6000 4acTok / oauHULI0 39
MexaHiyni gknioyeHHa >= 25 mkm | Makc. 600 yactok / oguHuLio 0
pH Bin 7.8 no 8.8 8.4
Konboposicms <= Y5 abo BY5 <Y5
CynposgidHi domituku:
- 15-okco-inonpoct He Ginbwe 0.2% 0.1
- 153-OH-inonpoct He Ginbwe 0.2% 0.0
- He igeHTUdIKoBaHUX OKpEMUX
JOMiLOK He Ginbiwe 0.2% <=0.0
- CyMa He ifeHTUMDIKOBaHKX
AOMiLoK He GinbLte 1.0% <=0.0
- Cyma igeHTUdIKOBaHUX Ta He
ineHTUIKOBAHUX JOMILLIOK He Ginbwe 1.5% <=0.1
KinbkicHul emicm inonpocTty 19.0 - 21.0 Mxr/mMn 19.5
CmepunsHicmb CTEPUNBHUIA, KUTTE3NATHUX MiKpoopraHisMis He | Bianosinae
: BUSIBMNSAETHCA
Endomokcunru <5 EO/Mn <0.12 EO/Mn
O6'em  HanogHeHHss  (okpemi | 21.0-<1.27 Mn Bignoeigae
3HavYeHHs) makce. 1.18 mn 1.09
O6’em  HanogHeHHsi  (cepeodHill
ob'em)
Poamip cepii (k-cmb ynakoeok) 1 - 100000 855

File: CoA_

UKR_Hlomedin_ MADAMEY pdf




BepniMeg C.A.
Byn. ®paHuyuncko ArioHco, . . Crop. :333
7, 28806, Ankana ge Xenapec Ceprudpikar ananisy Hara :01.11.2024
Magpug, lcnatis
Marepian: 81474193 InomeniH, po3uunH pRs iKransugin, 20mkr/mn, 5 amnyn no 1 mn,
UA

Cepia Ha ynakoByi . MAO4MSV KpaiHa npusHaveHHa : YkpaiHa
Hata supobruutea :04.10.2023
Ctpok npuaatHocti  : 31.10.2027

IHCTpYKUis 3 nepeBipky: -
IHCnexkuinHui noTt 1 040002939476 Cnreuudikauis e

Lium 5 sacsiguylo, Wo HaBedeHa BULle iHGopMaLlia € AOCTOBIpHOK Ta TouHow. Lo cepito npoaykuii 6yno
BUPOBMEHO (BKMIOMEHOUN NaKyBaHHA/MapKyBaHHS) Ta NPoOBEAEHO KOHTPOMb 1i AKOCTI Ha BulLe3asHaueHi
AineHUUI ¥ noeHii BignosigHocTi 3 BUMoramu GMP, BCTaHOBNEHUMU MICLEBUM PErynaTopHUM opraHoM, a
TakoX BiAMNOBIAHO [0 creuvdikadil, Wo MiCTATLES Y peecTpauiiiHoMy Aocke KpaiHu iMnopTepa. FpoTokonu
BUPOBHULITBA, NakyBaHHA Ta aHanisis 6yno nepernsHyTo Ta BCTaHOBMEHo BianosiaHicTe GMP. lMapria
nepesipeHa BianoBiAHO Ao cneuudikauii i BUNyLeHa B obir.

CepTudcikaT aHanisy 6ys areHepoBaHUI B 3aKPWUTIA €NEKTPOHHIA cUCTeMi, TOMY Mae eneKTPOHHWIA nianuc,
HacTynHuit nepcoHan mae npaso Ha nignuc Juan Pablo Alvarez Barbas,Carolina Gullon Gutierrez,Pablo
Andres Pinos Becerra.

ENeKTpoHHUIA BUMYCK cepil BUKOHAB: Juan Pablo Alvarez Barbas (SHACZ)
laTalyac: - 2024-10-02 08:51:50 a.m. CET (UTC + 1 hour )
IHCneKkuinHuiA noT: 040002939476

File: CoA_UKR_llomedin_ MAOAMSV pdf



BerliMed S.A. - P.I.Sta. Rosa

Certifi f Analysi

C/Francisco Alonso, 7 ertificate of Analysis Page: 1 of 4
28806 Alcala de Henares Date: 2024-11-01
Madrid - Spain

Trade Name : ILOMEDIN® 20mcg SOLU AMPO 5x1ml UA

Package size : 1ml in amp.5amp in carton pack

Package type : Ampoules

Material No. 1 81474193

Importing Country : Ukraine

Marketing Authorization No.

Released by

Manufacturing Licence No. :

Product packaged by

Manufacturing Licence No.

Manufactured by

Manufacturing Licence No.

Product storage condition
Product transport condition

Strength/Potency
Dosage form

: UA/3658/01/01 from 18.03.2020 to unlimited

: Berlimed S.A.

C/ Francisco Alonso,7; P.|.Sta Rosa
28806 Madrid , Spain
3418-E-BERLIMED, S.A.

: Berlimed S.A.

C/ Francisco Alonso,7; P.1.Sta Rosa
28806 Madrid , Spain

: 3418-E-BERLIMED, S.A.

: Berlimed S.A.

C/ Francisco Alonso,7; P.1.Sta Rosa
28806 Madrid , Spain

: 3418-E-BERLIMED, S.A.

: No restriction
: 2-MKT<=30°C24h30-40°

: 20 MCG ILOPROST / ML
: Solution for inhalation
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BerliMed S.A. - P.1.Sta. Rosa age ;
C/Francisco Alonso, 7 Certificate of Analysis Page: 2 of 4
28806 Alcala de Henares Date: 2024-11-01
Madrid - Spain
Material: 81474193 ILOMEDIN® 20MCG SOLU AMPO 5X1ML UA
Batch: MAO4MSV Country: Ukraine
Date of manufacture: 2023-10-04 Delivery number: -—
Expiry date: 2027-10-31
From material: 87631001 IM-ILOMEDIN 20MCG AMPO 1ML INHAL 1N
Batch: MAV4DSL Insp. instruction: - e
Inspection lot: 890001131801 Specification: o mmm
Inspection Acceptance criterion UoM Result
T. procedure P.5.2.01#020393509-02 According to T. complies

procedure
Q.specification P.5.1.01-018764990-02 According to complies

specification
Appearance/visible particles Clear, free of particles complies
ldentification iloprost(TLC) According to complies

specification
Identification iloprost(HPLC) According to complies

specification
Identification trometamol According to complies

specification
Identification sodium According to complies

specification
Particles >=10um [part/unit] max. 6000 39
Particles >=25um [part/unit] max. 600 0
pH-value 7.8-8.8 8.4
Colour <=Y5 or BY5 <Y5
15-Oxo-lloprost max. 0.2 % 0.1




BerliMed S.A. - P.I.Sta. Rosa sgx :
) ific f Analysi
C/Francisco Alonso, 7 Certificate o lysis Page: 3 of 4
28806 Alcala de Henares Date: 2024-11-01
Madrid - Spain
Material: 81474193 ILOMEDIN® 20MCG SOLU AMPO 5X1ML UA
Batch: MAO4MSV Country: Ukraine
Date of manufacture: 2023-10-04 Delivery number: ---
Expiry date: 2027-10-31
From material: 87631001 IM-{LOMEDIN 20MCG AMPO 1ML INHAL 1N
Batch: MAV4DSL Insp. instruction: - -
Inspection lot: 890001131801 Specification: o o mne
Inspection Acceptance criterion UoM Result
15R-OH-lloprost max. 0.2 % 0.0
Degradation products unidentified indiv max. 0.2 % <=0.0
Degradation product sum unidentified max. 1.0 % <=0.0
Degradation products total max. 1.5 % <=0.1
Assay iloprost 19.0-21.0 pg/ml 19.5
Sterility Sterile, no viable complies
microorganisms
detectable
Endotoxins <5EU/mi <0.12 EU/mI
Extractable volume individual >=1.00- <=1.27 ml complies
Extractable volume average max. 1.18 mi 1.09




BerliMed S.A. - P.I.Sta. Rosa e ;
C/Francisco Alonso, 7 Certificate of Analysis Page: 4 of 4
28806 Alcala de Henares Date: 2024-11-01
Madrid - Spain
Material: 81474193 ILOMEDIN® 20MCG SOLU AMPO 5X1ML UA
Batch: MA04MSV Country: Ukraine
Date of manufacture: 2023-10-04 Delivery number: ---
Expiry date: 2027-10-31

Insp. instruction: e e
Inspection lot: 0400029392476 Specification: - e
Inspection Acceptance criterion UoM Result
Batch size (No. packages) 1 - 100000 Piece 855

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured,including packaging and quality control at the above mentioned site(s)in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Autorization of the
importing country. The batch processing,packaging and analysis records were reviewed and found to be in compliance
with

GMP. The batch tested meets the quality specification and is released. This Certificate of Analysis was produced by a
closed electronic data processing system and therefore bears electronic signature.The following persons are
empowered

to sign:Juan Pablo Alvarez Barbas,Carolina Gullon Gutierrez,Pablo Andres Pinos Becerra.

Batch release electronically signed: Juan Pablo Alvarez Barbas (SHACZ)
Date/time: 2024-10-02 08:51:50 a.m. CET ( UTC + 1 hour )
Inspection lot: 040002939476




