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CF

11-ciuHA-2024
14:37:59

Ceptudikar BUNycKy cepii

Kog matepiany 1200076

Onuc marepiany

Homep cepil pns 40000228624

IHCNeKWil

Anmarens®, cycrensia opasista, 170 mn y daakoHi 3nonieTuneHtepedranaty, 1

({/IAKOH B KAPTOHHIN Kopobui 3 MipHOKO N0XKKO

Cepin 147594

Darta eupobHULTBa 02 ciuus 2024
YmosH 3bepiraHua
ApxiBHa KinbKicTb 8

He Buie. 25°C, He 3amOpoKyBaTH:

Poamip cepii 27426 ynaKkoBOK

Cl4eHb 2026
02-03 ciyna 2023

Tepmid npugarTHocTi
Jara nakyBaHHA

NikapcoKa dopma (JpanbHa cycneHsin TUn nakyBaHHA I'Inacmnloawﬁ'
$NakoH
Cuvna gii/AKtMBHICTb AntomiHito okeng / Marnio okeng, Posmip ynakoBKu 1
43.6-15 mr/mn-mr/mn
KpaiHa noxoaxeHHa  boarapia Koa npoayKTy HA pUHKY - - )
KpaiHa-imnopTtep YKpaina Homep peectpauiitHoro UA/3264/01/01

nocBiAYEHHA

AinbHyuA, Wo BiANOBIAAE 33 BUNYCK cepii
Ha3Ba

agpeca

HoMmep AiueH3iT

Homep cepTudikaTa signosigHocti GMP
AinbHuusA, Wo Bignosipac 3a KOHTPOb cepii
Ha3Ba

‘aapeca

HOMep AiLeHsil

Homep cepTUdiKaTa BignosiakocTi GMP
AinbHuua,wo sianosigac 2a NakyBaHHA cepii
Ha3Ba

aapeca

"HOMeEp AileH3ii

Homep cepTudikarta sianosigrocTi GMP

bankandapma-TposH AT,

8y/. KpaipeyHa, 1, 5600, TpoaH, boarapis
BG/MIA-0346/15.12.2022
BG/GMP/2022/219

BankaHgapma-Tpoan AT,

ByA. Kpaipeyna, 1, 5600, TposH, bosrapis
BG/MIA-0346/15.12.2022
BG/GMP/2022/219

BankaHpapma-TposH AT,

Byn. Kpaitpeyra, 1, 5600, TposaH, bonarapis
BG/MIA-0346/15.12.2022
BG/GMP/2022/219

[NakyBanbHi maTepianu SKU naxkyBaHHA Cepii Homep neperanagy
| BOX ALMAGEL 170 UA 3214299 7000062167 | 01
| LABEL ALMAGEL 170 UA 3214382 7000067001 | 01
| LABEL ALMAGEL 170 UA 3214382 7000062818 | 01
| LEAFLET ALMAGEL UA 3214400 7000062966 | 01

AinbHuua, wo signoeigae 3a euMpo6HUUTBO
cepii “in bulk”

Ha3Ba bankaudapma-TpoaH AT,
aapeca ByA. Kpanpeuna, 1, 5600 TposH, Boarapis.
HOoMep AiLeHsii BG/MIA-0346/15.12.2022

'Homep cepTUdiKaTa BignosigHocTi. GMP BG/GMP/2022/219 .
Onunc SKU Homep SKU cepil

{ Anmarens cycneHsia 5500 33000190 2000099138
AinbHunus BUpobHMUTBA Ail0Y0T peYOBUHU
Ha3Ba CIMI ®apma IHK.

aapeca

HOoMmep - niueHsii
Homep cepTudikarta signosigrocti GMP
_Homep FEI

CLIA s

- in

. whre

Kein XeHnonex dpatis 40, -19’9’58—' ;'
'] _:. ': h

Dx cetr 427785
7300 24




Onuc SKU Homep SKU Homep cepii CEP/DMF
Anominilo riapokena 2100016 5000023862 N/A
MarHitko rigpokcua 2100253 5000023071 ASMF/AP/VER 2021-01-12

Po3chigyBaHHA - --

Npouec BaniaaLiji cepit - --
Lnm A niaTBepAMKyto, WO HaBedeHa BULLE iHpopmaLlis € AOCTOBIPHOK Ta TOUHOK. LA cepis npoayKTy 6ya
BMFDTOBHEHa BKAOYAIOUN ynanoany/mapHvBaHHﬂ Ta I{OHTpOﬂb AKOCTI Ha 33a3Ha4eHin Bue: Bmpoﬁanm ,ﬂ,lanMLl,I {-

NepesipeHo U BU3IHAHO TAKWMMM, LLO Bignoai,qame_GM P.

KomeHaTpi: Ceptudikar sunycky cepii Ne 81 sig 11.01.2024 3 LA
. et . H %
CeptudikaT aHanisy Ne 402390 sipg 11.01.2024 L\ Y :‘f“*’*;‘?ﬁﬁ?a

BHﬁVUJ,EHU:" Gergana StEfﬂﬂDVﬂ,YﬂOBHDBa}HEHaOCOGE 'ﬂa-ra/qa'c':' 11 ci4yHAa 2024, 14:37:58
JOKYMEHT CTBOPEHWM B NEKTPOHHIN CUCTEMI 3 @NEKTPOHHUM NiANKUCOM.




teva

Biagin KoHtponto akocri, TposH, Boarapis
CEPTU®IKAT AHAAI3Y TA BIAANOBIAHOCTI

NMNocunaHHa Ne:

MpoaykT: Anmarens®, cycnéHaiﬂ opansHa 170 mn, YkpaiHa

00000000000120076

Homep cepii

147594

MeTton;: -

TepmiH npuaaTHocTi

31 ciynna 2026

Aata supobHULTBA:!

02 civHa 2024

402390

| Cneuumodikauin Ne: SDIR006381 Homep cepTudikaTy
| aHanisy LIMS
faTa aHanisy: 08 civuHa 2024 Po3mip ynakosku 170 mn
Ne TecTH Bumoru, gonyctumi mexi Pezynwratn
1. 30BHIWHIW BUrAAA Cycnensia 6inoro abo maiixke 6inoro | Bignosigae
Konbopy. MNpu 36epiraHHi Ha NoBepxHi
MOXe  BMAINMTMCR  Wap  nposopoi
pigutin. Npu eHeprilHomy 3608TyBaHHI
BMICTY GNAKOHa FOMOreHHICTL cycreHasii "
- | BIAHOB/IOETLCA. :
2. O6’em BMICTY YNaKOBKMK, mn He menwe 170 174 mn
3. laeHTMdiKaUIA
*  ANKOMIHIA - peaKuis [loBMHHO BignoeigaTh Bianoginae
OCaAKEHHSA
o Mardiv — peakuin ocagxeHHs | [1oBUHHO BignNOBiAATH Bionogigae
¢ Metnnnaparigpoxkcnbensoat, | [losuHHO BignosigaTH Bignosipae
nponinnaparigpokcubersoar,
ByTMnnaparigpokcnbersoar -
BEPX o
4, CrabinbHictb cycnexsii He NOBNHHA po3waposysaTtuca | Bignosinac
NPOTArOM'5 XBUNKWH
5. M'ycruHa Bin 1,04 no 1,17 1,13 r/cm?
6. pH Big 6,5 ao 9,0 8,1
7: B’askicTe no Bpykinbay, mNa.c Bin 50 no 5 000 1 950 mNa.c
8. Cynbdatn, % He Ginbwe 0,1 <0,1%
S. Xnopwuaw, % He 6inbwe 0,3 <0,3%
10. | KinbKicHe BU3HaYeHHA aNlOMiHIO Bia 3,60 oo 4,40 3,99 r/100r
okcuay, r/100 r
11. | KinbKicHe BU3HauYeHHA marHiio Big 1,24 ao 1,52 1,41 r/100r
okcuay, r/100 r
12. | KinbKicHe BM3HaueHHS
e MetunnaparigpokecmbeHaoarty, | Big 0,18 a0 0,22 0,20 r/100r
r/100r '
e [lponinnaparigpokcubersoary, | Big 0,0225 oo 0,0275 0,0256 r/100r
r/100 r |
¢ byTunnaparigpokcubenszoary, | Bia 0,0225 no 0,0275 0,0251 r/100r
/100 r
13. | KncnovoHenTpanisyoua spaTtHicTb, 1 He meHwWwe 26
r, ma HCl (0,1 monb/n)
14. | Mikpob6ionoriyHa yucroTa
® 3aranbHa KinbKicTb aepobHux | He Binswe 102
MiKpoopraHiamis, 8 KYQ/r




¢ 3arantHa KinoKicTs He 6inbwe 10° < 10 KYO/r

APIKIKOBUX Ta NAICEHEBMX |
~ rpubis, B KYO/r o
e Escherichia coli,Br He nonyckaktbea

NocunanHsa —

NepernanyTo: .........Darinka Hitrova Dara: 08.01.2024
KepisHuK Bighiny mikpobionoriyHoro
TecTyBaHHa {(nianuc) 08.01.2024

3aTBEPAKEHOD: ... Gergana Stefanova AaTa: 11.01.2024
YnosHoBaxeHa 6¢6ba  (mignmnc)  11.01.2024

MiATBEPAKENS, LLG AdHUN NPOAYKT BIUPOBARHG 3 AOTPUMAHHAM Bumor GMP

11.01.2024 Homep 3BiTy 283984




