Hassa npogyxuii:

Bua Ta posmip naiysaHHs;
Poamip cepii:
MarepianbHuii Homep:

Kpaina npuaHayerHs:
Peectpaiittie nocsiguerHs
MO3 Yepainu:

MpoaykT 3anakosanwmii:

Homep nilexsii 3 BupoBHUUTEAE:

Mpoaykr sBupoBrexnia;

Homep niueHsii 3 BupoBHUUTES:

Ymoen sGepiraHks npogyxTy:

Temnepatypa TpancnopTyBaHHs NpogyiTy:

Cwna gilfaxTueHicrs:
Popma Bunycky:

///6/?&/%/ (62105 1907 //% |

S

Ceprudpikar cepil

CeprudpikaT Hagpykosaro: 17.06.2020
CropiHka: 133

[NoMediH, KOHUEHTPAT ANA PO3UNHY ANst IHdY3ii,
20micr/mn

no 1 Mn B amnyni, 5 amnyn B kapTokHii ynakosui
513 ynakosok

81474193

Ykpaida
NelJA/3658/01/01 (3 07.07.2015 go 07.07.2020)

BepniMeg C.A.

By, dpaHumcko Anckeo 7, CaHta Poaa,
28806, Anrana ge XeHapec

Maapua, lenanis

3.418-E-BERLIMED, S A.

bepniMeg C.A.

8yn. dpaHumcko AnoHco 7, CaHta Poaa,
28806, Ankana fe XeHapec

Magpwug, lcnanis

3.418-E-BERLIMED, S.A.

HeEMAaE obMeKeHb
BiA 2°C no 40°C / Big 362 F fo 1042 F

20 mir inonpocty / mn
KOHLIBHTPAT ANA pO3ykiHy 418 iHDYSik

3




BepniMen C.A.

28808, Ankana ae XeHapec
Maapug, lcnanis

8yn. dparumcko AnoHco 7, CarTa Poaa,

CEPTU®DIKAT AHANI3Y

Ctop. :233
farta :17.08.2020

Matepianehuii Homep: 81474193

IHenekuiHuiA noT : 890000955113

Inomepin, KoHLeHTpaT ANA PO34YUHY ANA iHgy3ii, 20Mir/mn, amnynu 1 mn

T-npouegypa : P.5.2.901#004458080-03
T-cneumndikauis : P.5.1.901#004458113-02

Homep cepii (in-bulk) - MAO3CPP Homep cepii : MAO3KAJ
[ata BupobHuuTEa :02.10.2019 TepmiH npugaTHocTi ; 31.10.2024
| Kpaina | Ykpaiua

HaimenyBanHa nokasuuka Kputepin npMiAHATHOCTI, o4, BUM.. PesynbTar
Onue / euQumi yacmumru nposopa pianHa, sinbHa Big 4YacTok Bignoeigae
18enmudpirayis
Inonpocr (TLUX) BIANOBIAHO A0 crisyudikauf BiAnoBinas
Idenmuchirauin
Inonpoct (BEPX) BiAANOBIAHO A0 creludikalil eianosigae
IGeumutcpiravjia
TpomeTtamon BIANOBIAHO A0 cneundikaLi Bianosinae
18enmucdpinayist
Hatpin BiAnNoBIAHO fo creyudikadit Bianosigae
WexaHiuri axnioverHs
>= 10 MKm makc, 6000 vacTok / ogurnLic 1
Mexaniuni ermoyenns
>= 25 MiM makc, 600 vactok / oguHuLIo 0
pH 7,8-88 8.4
Konbopogicms HE BWLLIE PO3YUHY NOpIBHAHHA Y abo <Y5

BY5
156-oKco-inonpoer £ 0.2% s00%
15B-0OH-inonpoct <0.2% 0.1%
fIpodyrmu posnady
He igeHTuchikoraHi, okpemi <02% =00%
flpodyxmu poanady
He inexTuhikosaHi, cyma £1.0% =0.0%
llpodykmu poanady
ineHTudtixoBani Ta He ineHTudiKoBaHI, £1.5% 0.1 %
cyma
KinbricHe susHayerHs P
inonpocr 19.0-21.0 merimn /" 19.7 mxr/mn
O6'em, wjo sumsnzaemecst i - o .
ckpemi ob'emu =21.00MnTa £1.27 Mn | Bignosigae




bepniMeg C.A. Crop. :333

8yI. ®patuucko Anokco 7, CaHta Poaa, . .
28806, Anikana ae XeHapec CEPTU®IKAT AHANIZY Oarta :17.06.2020

Magpua, lcnanis

MarepiansHuil Homep: 81474193 [HCnekyiiHmui not ; 890000955113

Inomenin, koHUueHTpaT Ans PO3unHy ans ingy3siv, 20micr/mn, amnynu 1 mn

T-npoueaypa : P.5.2.901#004458080-03
T-cneundikauia : P.5.1,901#004458113-02

Homep cepii (in-bulk) - MAQ3CPP Homep cepii : MAO3KAJ

[arta supoBuuuTaa :02.10.2019 Tepmin npugatHeocTi : 31.10.2024
Kpaina : Ykpaina

HaimeHyBaHHA nokazuuka Kputepii npuiiiaTHocTi, 0. Bum.. Pesynerar

O6'em, o sumnzacmucsi

cepeaHiit oGem <1.18 mn 1.11 mn
CmepunsHicme CTEPUITBHWRA, He BUABNSAIOTLCA

HKUTTE3AATHI MiKpOOPTraHiaMu Bignosinae
EH8omoncuru <5 EO/mn <0.12 EO/Mn

Lnm 5 sacsiguylo, wo HapeaeHa suwe iHthopmaLisn & NOCTOBIPHOIO Ta TOUHOIO. Lito cepilo npoayxkuii Syno
Bupobreo (BOYa04N nakysaHHa/MapKyBaHHa) Ta NpoBeaeHo KOHTPONb 11 SIKOCTI Ha BuLesasHaveHi
AiNbHULY Y NoBHiik BiANORIAHOCTI 3 BMMOramu GMP, BcTaHoBMeHUMU MicLEBUM PErynATopHUM QpraHom, a
TaKoX BIANOBIAHO A0 cneuudikaLliil, 1o MicTaTbCs Yy PeecTpauiiikomy aocke. MpoTokonu supoBHuUTES,

nakysaHHs Ta aHanisis Gyno neperna{yTo Ta BCTAHOBMEHO Bignosigkicts GMP.
Cepis npoTecToBana Ta Bignosigae creumdikallii Ta J03BONEHA [0 BUMYCKY.
Hata sunycky: 09.06.2020

Hara nignucanns: 17.06.2020

Mianuc YnosHoeaxkeHo  2a Bunyck ocobu: Juan Pablo Alvarez

Ceprudpikat ananisy 6yno CTBOPEHO B 3aKpwTilt enexTPOMHIl cuctemi Tomy apaHuii AOKYMEHT mae
ENEKTPOHHWIA nignue. 3ateepAieHnit nepenik oci6: Dr. Luisa Cabrera, Juan Pablo Alvarez.




04071, m.Kuie, synuus Bepxrint Ban, Byansox 4-B, Ten. +38044 220
IOpuavdHa agpeca: 3300

08330, Kuiscbka 06n., Bopucninbcbkuii p-H, . dyaapkis, 8y#l.

Anpeca Micusa BNpoBamkeHHRA AisiIbHOCTI: Hesanexoct, 2/

Ho3sin na Bunyck (peanisauito) Ne66293/20/26

A, YnosHoeaxena ocoba 3 fAkocTi TOB «BAMEP, NIATBEPAXYIO, O NiKapCLKAA 3aci6;
HalimerysanHis npoaykuii: IMOMEDIH

deprara-eupobHuk: lcnanis

Homep peectpauiiiHoro noceigueHHs B Ypaini: UA/3858/01/01

Cuna giifakTusHicTb: 20 Mkr/Mn inonpocTy

Jikapcbka chopma: koHWeHTpaT ans pPO3vuHy Ans IHpysii

Po3mip ta Tvn nakysaHHs: poaduuH no 1 mn 8 amnyni, ne 5 amryn y kapToHHii kopoBui

Homep cepii: MAO3KAJ

Posmip cepii: 513 ynakorok

Hdata supoBHuyTea: 02.10.2019

HOata saxiHuerHs TepMiny npuaatHocTi: 31.10.2024

fata ceprudikata sxocti cepii Nikapckioro 3acoby, BugaHoro sMpoBHMKOM, YNoBHOBaMEHa ocoBa aKoro
Haflae A03BIN Ha BUMNYCK cepii Nikapcekoro aacoby;
Ne 860000955113 gin 09.06.2020

Homep Ta gara BUCHOBKY NPo AKICTL BBE3EHMX nikapcbkux 3acobie:
Ne 66293/20/26 Big 01.12.2020

HaimeHyBaHHs, MicyesHaxoa)eHH Ta Homep nigexsii B’Mp06HMKa. ynosHosaxeHa ocoba sioro Hagae Ao3sin
Ha sunyck cepii (3a HassHocTi): BepniMea C.A., syn. ®paHuucko AncHeo, 7, Tl 28806, Magpug, IcnaHis,
3418-E-BERLIMED, S.A.

CepTudbikatyt BignosigHocTi HanexHoi BUPOOHWYOT NpakTuky BupoBHUKa, YNoBHOBaXeHa 0coba sKoro Hagae
£03Bin Ha BuNycK cepii, abo Homepw nocunane y 6asi gaHux EudraGMP (3a HasBHOCTI):

KomenTapi (3a HassHoCTi):
3asBa npo sunyck (peanisavito) cepii nikapcekoro 3acoby:
Hoseonsato exaszanull nikapcurui 3aci6 do peanizayif,

Mpissuuie, iHiyiany Ta nocagalsearHa ocoby, ska Byaana n03sin Ha Blinyck cepil: Kocreuskuin K. B.

Mianuc ocalin, sika Bunana 4o3sin Ha BUITYCK cepii: A ) 5
Hata nignucarus fossony Ha sunyck (peanisadiio); 02.12.2020 Qj\
Supplement REGS-DE15-SUP-001081 Page 1 of 1

Version 5.0




AEPYNKCITYXXBA
AEPKABHA CIYKBA 3 JIIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y M, KHEBI

Y. bepesnaxiscsia, 29, Kuis, 02098, ren./(ake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https:/www.dls.gov.ua, Ko €JIPIIOY 37079055

BUCHOBOK
Ipo AIKiCTH BBe3eHOTo B YKpaily JikapebKoro 3acoly

01.12.2020 ' Ne 66293/20/26

IOMEJTTH

{natiMenynanns nikaperkoro 3acoby 3rigHo 3 PEECTPALIAHNM NMOCBIUEHHM)
KOHUERTPAT MIH po3unny Ama indysii, 20 mer/ma, no 1 ma B amny.ii, o 5 aMIyJ y
KApTOHHiH Kopolui

{thopma Brnycky, n03yBanrHs, BuL NAkyBaHHS NikapchKoTo 3acoby)

Homep peectpaviinoro noceimuentn UA/3658/01/01 erpox ait peectpauiiinoro mocsinuenns HeoOMeXKenui

Cepist nikapeskoro sacosy No MAOIKAJ KinbkicTh BeeseHoro nikapeskoro sacoby 513
BupoGrirk Bepnimen, C.A., Icnanis
(itvenynanys BUPOBHEKA AIKAPCHKOIG 3aco0y, KpaiHa DOX0JGiceHHs)
Bresetio 5 Vipainy Tosapuerso 3 06MeKeHoTI0 BiANOBIXAALTICTIO "baiiep™, inenr. wo:
22911794

(HafiMernynanns ta kog 3a CAPTIOY 0pnanIo] 0co6H abo npisnHite, iM'g, no Gatekoni isnunol
ocoBu - mignpresiy, 17 Micie npoxysan ta peectpanifinmii HoMep 06NiKoROT KAPTKH MNATHMKA
nosatkin abo cepis ta Homep nacropTa)

Hpororoa sisyausnoro koutpomio sin 01.12.2020 N 3775/2.

32  pesynsTaTaMH  ACPKABHOTO KOWTPOMO  BCTAHOBJICHO, WO  nikapebkuit 3aci6 sBeseno B Vipainy 3
AOTPHMAHHAM BuMOr 3aKOHOABCTRA MO0 3a6e3neqen s 1KocT] niKapebKyX 3acoGi,

P
A //
p i
.

P

B.o. navanpumy

SE

(1ocanosa 6eoba oprany scpHaBEAIGKOHIPONIO) (iniuiams Ta npispiwe)

i P - A




JEPXKABHA CJIYXEBA 3 JIIKAPCBKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI
npos. Haxii Csitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPTIOY 37079055
BACHOBOK
npo sKkicTs BBeseHoro B Yipainy aikapcskoro 3acoGy
25.09.2023 Ne 48486/23/26

IJIOMEJRIH

(MaliMeHyRaHHE NiKAPCLKOTO 3ac0GY ArLAHO 3 PeeCTPAUIHEMM MOCBIANCHHAM)
KOHDEHTPAT /18 posumsny Aas ingysiii, 20 mur/ma; no 1 ma B aMmyJni; mo S amnya y
KapTonnil xopobui

(popma BHITYCKY, R0AYBAHHA, BHA RaKyBasHHR Nikapchkoro 3acoby)

Howmep peectpauiftiioro nocsinuenna UA/3658/01/01 crpox aif peectpauifinoro roceiguenna 11.11.2025

Cepia aikepcukoro 3acoby Ne MA04CS3 KinbkicTs BBE3€HOTO Nixapcskora acoby 1489
BupoGuux Bepnimen, C.A., Icnanis
(valimesy BAHKA BUPOGHUKA AiKBPCLKOro 32c00y, kpaiHa MOXOMKCHHA)
BaeacHo B Vipaluy TorapucTBo 3 ofMexkernolo simmosinanbricro "Balicp", inenr. Ko
22911794

(HaliMcHyBaHES Ta %07 38 EAPTIOY 1opuanyHol ocolu 50 npizeue, iM's, no GaTexoni
disinnol 0co6K - nianpreMws, I Micne MPOXUBAHKA TR pecorpauifnuit Homep obaikosol
KGpTKH IETHHKA MoJeTKil 860 copis T8 HOMEp nacnopTa)

TipoTokon Bisyaabuoro konTpose sia 25.09.2023 M 2860/5.

33 PpesyNLTATAMH NEKABHOIC KOHTPONIO BCTAHOBAGHO, IO nikapcekuit 7aci6 Reesenc B Ykpalwy 3
AOTPHMAH HENERRNOIN OHONAHCTEA IIOKO 3a6e3neqenna AxocTi A 3ac06in.

Haanfige | INA] \2 Zon b Mimxona XOJIOEHKO

(iniuignn Ta npiaenme)




BepniMen C.A.

Byn. ®paHyncko ANoHco,

7, 28806, Ankana ge XeHapec
Magpug, lcnaHis

Ceprudikat aHanisy Crop.:133
Hara :31.08.2023

Hazea npogyxkuit
Poawmip ynakosku

TwWn ynakoBKn
MaTepiancHuit HoMep

Kpaiva npuaHadyeHHs
PeecTpaliitHe noceig4eHHs Ne

Bunyck

Homep niueHaii 2 BUpoGHULTEA

MNpoaykT aanakosaHWA

Homep niueHsil 2 BUpobBHULTEBA

Mpoaykr BupobneHni

Homep niueHsil 2 BUpobBHULTEBA

TemnepaTtypa aGepiraHHa
TeMnepaTypa TPaHCNOPTYBaHHA

Cwuna gil/akTUBHICTL
Nikapcbka dopma

: InomepiH, kKOHUEHTpaAT AnA poa4uHy anA iHdyain, 20MKrimn
:no 1 Mn 8 amMnyni, 5 aMnyn B KAPTOHHIA yNakoBLi

T aMnynu

: 81474193

: Yepaina
: UA/3658/01/01 (Big 18.03.2020 HeobOMexeHNA)

: bepniMen C.A.

: Byn. ®paHumncko Anoxco, 7, MN.1.
: CaHta Poaa

: 28806, Magpun, lcnadin

: 3418-E-BERLIMED, S.A.

: bepniMea C .A.

: ByNn. ®paHumncko Anoxco, 7, IN.1.
: CaHta Poaa

: 28806, Magpun, IcnaHia

: 3418-E-BERLIMED, S.A.

: bepniMea C .A.

: Byn. ®paHumncko Anoxco, 7, lN.1.
: CaHta Poaa

: 28806, Magpupa, IcnaHia

: 3418-E-BERLIMED, S.A.

: bea obMexeHb
1 2-MKT<=30°C 24ropg 30-40°




bepniMen C.A.

Byn. ®paHuncko AnoHco,

7, 28806, Ankana ge XeHapec
Magpua, lcnaHis

Crop.

Ceprudikar ananiay fara

1233
1 31.08.2023

Martepian: 81474193

InomegiH, po34uMH ANA iHranauin, 20Mkr/mn, 5 amnyn no 1 mn,

UA
Cepis Ha ynakoBui  : MAD4CS3 KpaiHa npuaHadeHHa : YKpaiHa
Hara eupoGHuutea  : 19.10.2021
Crpok npugatHocti  : 31.10.2025
MaTepianbHuit Homep | 84367885 IM-ILOMEDIN 20MCG AMP 1ML ROW ELB
Cepis In-bulk : MA03Z5VC IHCTPYKLiA 3 nepeBipkn: ---
lHCneKWinHWA noT : 890001073729 Cneundikauis -
Noka3zHuM, Wo . .
HonycTUmi mexi PesynbTart
KOHTPOMIOITHCA
fHempyxuis 3 riepeeipku BignoeigHo ao iHcTpykuii BignoBigae
P.5.2.01- 018766480-02
Cneuugbikauin . . L . .
P.5.1.01-018764990-02 BignoeigHo go cneuudikaulil BianoBinae
Onuc Mpo30pUIA PO34MH, O HE MICTUTE YacTOK BignoBigae
idenmucgbivauyis inonpocty (TWX} | 3rigHo 2i cneundikauicio BignoBigae
fdenmudbivauis inonpocty (BEPX) | 3rigHo 2i cneuwndikauieio BignoBinae
fdenmudbiauis TpomeTamon 3riaHo 3i cneundikauieto BignoBigae
fdenmudbikauis HaTpilo 3riaHo 3i cneundikauieto BignoBigae
MexaniyHi exmovyenHss >= 10 mikv | Makc. 6000 vyacTok / ogvHWLIO 15
MexaniyHi exmodenss >= 25 Mk | Makc. 600 vyactok / oquHMUID ¢
pH Bin 7.8 0088 83
Konsoposicmp He BULLE po34MHY NopiBHAHHA Ys abo BYs < Y5
CynipoeioHi domituxiL:
- 15-okco-inonpoct He Binbwe 0.2% <= 0.0
- 15B-OH-inonpocTt He Binbwe 0.2% 0.1
- He ineHTUIKOBaHWX OKpEeMKX
JOMILLOK He Binblwe 0.2% 0.0
- cyMa He ineHTHdIKOBaHMX — =
JOMILLIOK He Binblwe 1.0% wmeHGlo ;;,_‘\ 0.0
- cyMa ineHTHdIiKOBaHMX Ta He st Ty %,\
i i i Ginbwe 1.5% IR aNeo\ | G
ineHTUDIKOBAHWX JOMILLCK He . TOKYMEH MB\Z .
~ \ L=
KinekicHuil emicm inonpocty 19.0 - 21.0 mxr/mn " E a.D‘M " ‘ﬁ 19.7
Of'eM  HarosHeHHR {oxpemi /
3HAYEHHS) 210-=127 Mn My Bianosinae
Of'eM HanosHenHst (cepednild . o A
ob’em) makc. 1.18 Mn 31813 19 1.09
)d"-f’ ! “‘\\/
CmepunsHicms CTEPUNBHWA, XUTTE30ATHUX MiKpoopféHie.MiB He | BignoBipae
BUSABNACTLCA
Endomoxkcuru < 5 EOQO/mMn -
Poamip cepif {ik-cmb yrakogok)} 1-100000 1489




bepniMen C.A.

Byn. ®paHyncko AnNoHco,

7, 28806, Ankana ge XeHapec
Magpua, lcnaHis

Martepian: 81474193 InomegiH, po34uMH ANA iHranauin, 20Mkr/mn, 5 amnyn no 1 mn,
UaA

Cepis Ha ynakoBui  : MAD4CS3 KpaiHa npuaHadeHHa : YKpaiHa
Hara eupobHuutea : 19.10.2021

Crpok npugatHocti  © 31.10.2025

Crop. :333

Copmpixarznaniay flata - 31.08.2023

Lum 5 3aceiguyio, Wo HaBegeHa Bulle iHdopMaLia € oocToBipHOK Ta TovHow. Lo cepilo npoaykuil 6yno
BUpobneHo (BKMIOYAOYY NaKyBaHHA/MapKyBaHHA) Ta NPOBEOEHO KOHTPOMNb 1 SKOCTI HAa BULLE3a3HaYeHin
OinbHWUl ¥ noeHIA eignosigHocTi 3 BuMoramn GMP, BCTAHOBNEHWMK MICLIEBMM PErynATOPHWUM OpPraHom, a
TakoX signopigHo Ao cneuwdikauii, Wo MICTATECA ¥ peecTpaLliilHoOMy gocke KpaiHM iMnopTepa. lNpoTtokonu
BUpobGHULITBA, NakyBaHHA Ta aHanisie Byno nepernsHyTo Ta BCTaHOBMNeHo BignoeigHictb GMP. MaprTis
nepesipeHa BignosigHo Ao cneundikanii i BunywWweHa B obir.

CeptudikaT aHaniay Gyp areHepOBaHWIA B 3aKPWTIA eneKTPOHHIA cucTeMi, TOMY Mae eneKTpoHHWIA nignuc.
HactynHuii nepcodan mae npaeo Ha nignuc Juan Pablo Alvarez Barbas,Carolina Gullon Gutierrez,Pablo
Andres Pinos Becerra.

EneKTpoHHWIA BUNycK cepil BUKOHAE: Juan Pable Alvarez Barbas (SHACZ)
Hartaluac: 2023-07-28 01:24:02 p.m. CET ( UTC + 1 hour)
lHcnekuiiHWA noT: 040002686000
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