teva

Ceptudikar sunycky cepii

Koa marepiany 1200065

Onuc matepiany

Anmarens®A, cycnensia opansHa, 170 mn Y GnaxoHi,

Homep cepii gna
iHCnexuii

3 A03YBanbHOW AOMHKOIO

Cepin 160643
flara BupoBHuyTEa

¥moBu 36epirarnn

09 sepecHa 2024
He Buule 25°C, He 3aMOPOYBATU

Po3mip cepii
TepmiH npuaaTHocTi
AaTta nakyBaHHA

56

24-epecHn-2024
13:16:28

40000278331

27510 ynakogok
BepeceHb 2026

1 ¢nakoH B KapTORHIl RopoBL

10 sepecHa 2024

ApxiBHa kinbRicTe 8
Jlikapceka popma OpantHa cycnexsia Tun nakysaHHA Mnactnkosmii
PAAKOH
Cuna gii/AkTUBHICTL Antomidito oxcug /Benzokain/ Posmip ynakosxu 1
Maruito okeng 43.6-21.8-15
ME/MA-MT Mn-parfmn
KpaiHa noxogmeHHs bBonrapis Koa npoaykry Ha PUHRY -
Rpaina-imnoprep YkpaiHa Homep peectpauiiinoro UA/0879/01/01

nocsiguyeHHnA

|

i
S

BinbHuua, wo BiAAnoBifae 3a BUNycK cepii
Ha3Ba

agpeca

HOomep AiueHsii

HoMep cepTudikaTa BianesiaHocTi GMP
AinbHuua, wo signosigac 3a KOHTpOAL cepii
Ha3ga

agpeca

HOomMep niLeHsii

Homep cepTudikara eignosigHocri GMP
AineHuua,wo signosigae 3a NaKyBaHHA cepil
Ha3Ba

agpeca

HoMep niteHsii

bankaHpapma-Tposan AT,

8y/1. Kpaiipeyuna, 1, 5600, Tposan, BoAarapin
BG/MIA-0437/14.05.2024
BG/GMP/2022/219

bankandapma-TposH AT,

BYn. Kpalipeuna, 1, 5600, Tposan, Bonrapia
BG/MIA-0437/14.05.2024
BG/GMP/2022/219

bankanpapma-Tposk AT,
ByN. Kpaitpeuna, 1, 5600, TpoaH, Boarapis
BG/MIA-0437/14.05.2024

Homep cepTudikaTa signosigHocti GMP BG/GMP/2022/219

flaryBanbHi marepianu SKU nakyeaHHA Cepii Homep neperasgy
BOX ALMAGEL A 170 UA 3214300 7000079877 | 01

BOX ALMAGEL A 170 UA 3214300 7000081242 | o1

LABEL ALMAGEL A 170 UA 3214383 7000079164 | 01

LABEL ALMAGEL A 170 UA 3214383 7000080729 | 01

LEAFLET ALMAGEL A UA 3214405 7000080492 | 01

LEAFLET ALMAGEL A UA 3214405 7000081180 | 01

LEAFLET ALMAGEL A UA 3214405 7000081283 | 01

AlnbHuus, wo Bignosinae 3a BUPOBHULTEO
cepii “in bulik”

Ha3ea bankangpapma-Tposk AT,

aapeca Byn. Kpaiipeuna, 1, 5600 Tposw, bonrapis

HOMEP niueHsil BG/MIA-0437/14.05.2024

Homep ceptudixara sianosiaHocti GMP BG/GMP/2022/219

Onuc SKU Homep SKU Cepii 6anky | Aara BUPo6HUUTEA
[ﬁwarenb A cycneHsia 5500 33000187 2000126066 | 09 BepecHs 2024

DinbHuus BUpOBHUUTBA piroyoi Pe4YoBUHM
H33Ba

ClNl ®apma CAC

Pox Gun) O bj}& a8 MW &;&




teva

Wemin gro Bannon gio Mapi 845, 13240 Centemec nec

agpeca BannoHc, PpaHuia

Homep fiueHsi| 21MPPOOSHFROL

HoMep cepTudikarTa BignoBigHocTi GMP -

Homep FEI
J Onue SKU Homep SKU Homep cepii CEP/DMF J
’ MarHito rigpokewmg, 2101034 5000030895 -

AinsHuun sMpobHMuTEa Ailoyoi pPeYoBUHM
Ha3Ba

anpeca

HoMep nineHsi|

HaHwkoy CaHunailT apmackioTrran Ko., NT4.
tOHHaH Becy Poag 216, 213134 Yanuxkoy CiTi, Kutai

Homep cepTudikaTa BignosigHocTi GMP 1520191104
Homep FE| -
[ Onuc SKU Homep SKU Homep cepii CEP/DMF
‘ BeHzokain 2100619 5000030821 R1-CEP 2004-008-REV 06
AinbHnua sMpo6HMuTBa Aitoyoi PeYOBUHM
Ha3ea Cil dapma vk,

agpeca

Homep niuenHsii
HOMep cepTudikaTta signosigHocti GMP
Homep FEf

Kein Xennoner [paiis 40, 19958-1168 Meloic, Jenesep,
CLIA

FOrmc SKU Homep SKU Homep cepii CEP/DMF '
LAmomiHno rigpokcug, 2100016 5000030947 ASMF/AP/VERSION 2021-02-12

PoscnigyBanHa - -
Mpouec Banipauii cepii - --

Komenarpi:

Bunywero: Desislava Petkova- lvanova , ynosHosaxeHa ocoba.

Unm s NiATEEPAXKYIO, WO HaBeAeHa Bule iHdopma
BR/IIOYAICH M YNAKOBRY/MapKyBaHHs Ta KOHTPOAb AK
BiANGBIAHOCTI 40 BUMOr GMP, Wwo actaHosaeni mic
ROCBIAYEHHA KpaTHu- imnoprepa. MpoToKkonn BUPO
TakUmK, LG BignosigaTs GMP.,

Ceprudikar BUnycky cepii Ne 2108 Bin 24.09.2024
Ceptudikar ananizy Ne 462700 8in 24.09.2024

Ll € ZOCTOBIPHOMO Ta TOYHO . s cepin npoayxty Gyna BWUrOTOB/IEHa,
OCTi Ha 3a3HaYeHIi BULWEe BUPOBH MY ANbHULI {-Ax), B nogHIi

LEBMUM PeryIsTOpHUM OpraHom Ta cneuwdmamﬁﬁamﬁﬁ\
@
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teva

Bigain koHrpoato axocyi, TposH, Boarapia
CEPTU®IKAT AHANIZY TA BIANOBIAHOCTI

’T‘Ipop,yKT: Anmarenb A®, cycnensia, Yipaiva
MocmnaHHs Ne: 000000000001200065 Homep cepii 160643
Meropg; - Tepmid npuaaTHocT 30 BepecHn 2026
flata BUpoBHMUTEa: 09 sepecHa 2024
Cneundikauin Ne: SDIRO06330 Homep ceprudikaty 462200
aHanisy LIMS
Hara aHanizy: 20 BepecHs 2024 Po3mip ynakosku 170 mn
Ne Tectut XapaKkrepuceTukK Ta crangapTu PesynbTaru
i 30BHiwWH{ BUrnag CycneHsia Binoro abo malike Binoro Bignosinae
Ronbopy. lMpu 3bepiraHi Ha noeepxHi
MOXE BUAINUTACA Wap nNpo3opol pignHu.
Mpu  eHepriiihomy 3608TyBaRHI BMICTY
dnakoHa rOMOTEHHICTb cycneusii
BiAHOBAETLCA.
2, CrabinbHicT cycnenaii NoBUHHa BigNoBiAaTH Bianoeinae
3. BifiHoCHa rycTuHa Big 1,017 no 1,243 1,137
4. 06’em BmicTy ynakosku, mn He meHwe 170,0 174,0 mn
5. pH Bif 6,5 ao 9,0 8,0
6. B’A3KicTb, mMa.c Bia 50 ao 5 000 1900 mNa.c
7. laenTndikayia
*  Amominii MoBKMHHa BignosigaTu Bignosigae
*  MarHin lMoBWHHa BignosigaTy Bignosigae
* beH30KaiH, KoMbopoea MNoBuHHa BignosiaaTw Bianosinae
peakuia
* beH30KalH, BEPX MosuHa signosigaty Binnoeigae
¢ KoHcepsaHTy: MoBlHHa BignosigaTh Bignosigae
Metuanapariapokembenzoar
¢ KoHcepeaHTk: MoBWHHA BignoBIAATH Bignosinae
Npeninnaparigpokcubensoar
* KoHcepsaHTH: lloslHHa BignosigaTH Binnosigae
Byrunnapariapoxcnbensoar
8. Cynodatu, % He Ginswe 0,1 <0,1%
9, Xnopugm, % He Binblue 0,3 <0,3%
10. KinbkicHe BusHayeHHA AI0YUX peyosuH
10.1 | Anrominiro okeug, r/100 r Big 3,60 no 4,40 4,01 r/100r
10.2 | Marnito oKcna, /100 r Bin 1,24 no 1,52 1,42 r/100r
10.3 | Bensoxain, r/100 r Bin 1,80 po 2,20 1,99 r/100r
11. | Kinbkicue BusHaueHHs KOHCepBaHTiB
111 * Mervuanaparigpokcnbenzoar | Big 0,18 A0 4,22 r/100 r 0,20 r/100r
112 * [Mponinnaparigpokenéensoar | Big 0,0225 40 0,0275 r/100 r 0,0247 r/100r
113 * byTunnaparigpokcubensoar Bia 0,0225 1o 0,0275 /100 1 0,0247 r/100+
12. Kucnoroueﬁ‘rpaniaymua 34aTHicTb, 1 | He meHlue 26 31 mn
r npenapary, ma 0,1 monw/n HCl
13. | MikpoBionoriuna yucrtoTa
131 *  3aranbHa KinbKicTb He Ginbwe 162 < 10 KYO/r
aepobHux mikpoopraHizmis,
B KYO/r
13.2 *  3aranbHa KifbKicTb He 6inbwe 10* < 10 KYOQ/r
BRDKOAMKOBUX Ta NAlceHeBMX
rpudie (cymapHo), 8 KYO/r




@.3 | * Escherichiacoli,sr He aonyckatoTben

BiacytHs

N

Mepetnauyro: ..., Aysel Alieva Bara: 20.09.2024
Crapwuit daxiseup 3
KOHTPO AKOCTI (nignuc)  20.09.2024
3atBepaKeHO: ..., Desislava Petkova-lvanova Hara: 24,09.2024
YnoaHosaskeHa ocoba {nianuc)  24.09.2024

NiateepaeHo, Wwo aaHui MPOAYKT BUPOBAEHO 3 4OTPUMAHHAM BUMOF GV|P

24,09.2024
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AEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIM OBJIACTI

npos, CeiTanunoi Hagil, 3, m.[Kufs, 02099, ren/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BACHOBOK
PO AKICTH BBE3¢HOr0 B YKpaiHy JikapchKoro 3acody

17.10.2024 Ne 51986/24/19

AJMAT'EJB®A
(naftvenynanus nikapobkoro 3acofy srifHo 3 peecTpattifiHUM MOCBIAYEHHM)
cycmensis opanbra no 170 mur y draxoni, mo 1 dpnaxony y kaprouuiii nauni pasom 3
H03YBAJNBHOIO JJOKKOI0
(dhopna BunycKy, Ao3yBats, BUIL TAKYBAHHY JiKApeeKoro 3acofy)

Howmep peectpaniittoro noceinuenns UA/0879/01/01 crpox nii pecerpauiiinoro nocripuesns 01.01.2099
Cepia nikapcrkoro sacoby MNe 160643 Kinekicrs BBe3enoro nikapcrkoro aacofy 27510

BupoGuux bankandapma-Tposu AT, Bosrapis
(matiMenyranns BHpOGHHKA NikapeLroro 3acoby, Kpaiua NoXomKenns)

Breseno B Vkpainy Tosapucreo 3 o6mexenoro Bignopixansuicro ""Tepa Yipaina", igenr.

wox: 34770471

(naiiMerysanns Ta ko 3a EAPTIOY wopuununor ocobu abo npiasrite, in'a, mo Garsrosi hizumol
0coBH - mymprenug, i Micle npoxXuBanHy Ta peecTpauiiiinuii HoMep 06NiKOBOT KAPTKH [NATHHKA
nogaTkir aGo cepid Ta Homep nacnopra)

Tipotokoen sizyansnoro xourposmo sig 09.10.2024 N 3093/1.

3a  pesynbTATAMH JEPXABHOTO KOHTPOIO BCTAHOBJICHO, MO Jikapehkuii 3aci6 BmeseHo B Vkpainy 3

HACTPHMARHAM BHMOr 3aKOHOAABCTEA MO0 3a6e3ne eH s TKocTi AikapehruX 3acobis.

yREPAY
SR TA KOHr,ag]‘i

'5\@ L N 7 N
Hauasne Kaﬁy G *%"?"_ //5 @;/ Bikrop CTE®KIBCLKME

{no d6a opfl}x“ﬂ.ucp i@og;;ro HTPO/IO) 1‘:7/ annuc)J’" (infuianu Ta npisesine)




teva

Ceptudikar Bunycky cepii

Kon marepiany 1200065

Onuc martepiany

Homep cepii gna
iHChexuii

3 AO3YBAAbHOID IOMKOID

Cepia 160739
flara BupoBHuursa
¥moBeu 36epiraHHa

ApxiBHa KinkKicTb 8

11 sepechn 2024
He Buwe 25°C, He 3amopomysaTu

Po3mip cepil
TepmiH npugarHocTi
Harta naxkyeauua

35

24-8epecHs-2024

16:40:11

40000278913

Anmarenb®A, cycnensia opansna, 170 ma Y dnakoHi, 1 GnakoH B KapToHHI KOpohLUi

27426 ynakosok
Bepecenb 2026
12 sepecHs 2024

Nikapcuka popma OpanbHa cycnenzia Tun NnakyBaHHs ilhacTukoBuin
dnakon
Cuvna gii/AKkTUBHICTL ANIOMIHIO okeug /BensoraiH/ Po3mip ynakoeku 1
MarHiw okeng 43.6-21.8-15
MI/MA-mr/mn-mr/mn
KpaiHa noxoaskeHHs bonrapis Koa npogykry Ha puHky -
Kpaina-imnoprep YKpaina Homep peectpauiiinoro UA/OS?Q/Ol/OlJ
noceiguenHsa

AinbHuua, wo signosigae 3a BUNYCK cepii
Ha3Bsa

aapeca

HOoMep niuensii

Homep ceptudikata BignosigHocTi GMP
AinoHnuna, wo signosigac 3a KOHTpOAb cepii
Hasea

agpeca

HOMEpP AiLeHsil

HOMED cepTudikaTa BianosigHocT GMP
Ainsruua,wo BifNOBIAAE 33 nakyBaHHA cepil
Ha3ea

agpeca

HOMep niveHsii

bankandapma-Tposan AT,

8yn. Kpaitpeyna, 1, 5600, Tposan, Bonrapina
BG/MIA-0437/14.05.2024
BG/GMP/2022/219

BanKaHd>apma—Tp0HH AT,

BY/1. Kpaiipeuna, 1, 5600, Tpoan, bonrapia
BG/MIA-0437/14.05.2024
BG/GMP/2022/219

bankandbapma-Tposu AT,
BYA. KpalipeuHa, 1, 5600, TposH, bosirapia
BG/MIA-0437/14.05.2024

HoMmep cepTugikaTa BianosigHocTi GMP BG/GMP/2022/219

MaxyeanbHi matepianm SKU nakyeanHsn Cepii Homep nepernsay
BOX ALMAGEL A 170 UA 3214300 7000081242 | 01

LABEL ALMAGEL A 170 UA 3214383 7000080729 | 01

LEAFLET ALMAGEL A UA 3214405 7000081283 | 01

AinbHunua, wo BiANoBiaae 3a BUpobBHULTBO
cepil “in bulk”

HaszBga

agpeca

Homep niueHsii

bankandapma-Tposn AT,
Byn. Kpaiipeuna, 1, 5600 TposH, bosrapis
BG/MIA-0437/14.05.2024

Homep ceptudikata signosigHocti GMP BG/GMP/2022/219
Onuc SKU Homep SKU Cepii 6asky flata BupobHUuTEa
Anmarens A cyenenzis 5500 33000187 2000126253 | 11 BepecHs 2024

=

LinbHuus eMpobuvurea Airguol peyoBuHKM
Ha3Ba

aapeca

HoMep niueHsii

CrIMi apma CAC

tHemin a0 BannoH ato Mapi 845, 13240 Centemec siec

Bannonc, dpaniyin

21MPPOOSHFRO1

[2.02.25 7

1}.




Homep cepTudikaTa BignosigHocTi GMP

Homep FE|
| Onuc SKU Homep SKU Homep cepi CEP/DMF ]
| Marito rigpokcun 2101034 5000030895 - \

LinbHnusg BUpoSHMUTES AiH0uOT DeYoBUHY

Ha3Ba
agpeca
HomMep AiueHsii

Hanwoy Cannaiit apmaceioTukan Ko., ntAa.
{OHHaH Bect Poap 216, 213134 YaHuwwoy Citi, Kutai

HoMep cepTugikaTta BignosigHocTi GMP 1520191104
Homep FEI -

| Onue sKu Homep SKU Homep cepii CEP/DMEF |
beHsokain 2100619 5000030821 R1-CEP 2004-008-REV 06
beHaokain 2100619 5000030820 R1-CEP 2004-008-REV 05
LinbHnus sBupobuuuTea ajrovol REYOBMHK
Ha3ga CNl ®apma tHk.
anpeca Keiin Xexnonex Apatie 40, 19958-1168 Nuioic, Nenesep,

CLA

Homep nileHsii -
HOomep cepTudikara signosiaHocTi GMP -
Homep FE] -

" Onuc SKU Homep SKU Homep cepii CEP/DMF
AMomiRio riapokcug, 2100016 5000030947 ASMF/AP/VERSION 2021-02-12
Anomini rinpokcug, 2100016 5000031004 ASMF/AP/VERSION 2021-02-12

PoacnigyBarna - --
Npouec sBanigauii cepii - --
Uum 7 nigTeepmmy:o, wo HaseAeHa BuLLe iHOOPMELLA € AOCTOBIPHOIO Ta TOYHOO. Ua cepia npoaykty Gyna BWroTCBAEHa,
BRIOHAI0NM YNaKoBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCT] Ha 3a3Havenil Buwe snupobruyiii AinbHULE (-8x), B NOBHIM
BIANOBIGHOCTI A0 BUMmOr GMP, wo scraHoBAeHI micLeBrm PETyNATOPHUM OpraHom Ta cneyudikauii &@%&
NnocsinYeHHs Kpaiku-imnoprepa. Mpotorkonan BMPOBHULTBA, NnakyBaHHs i aHanizy cepii 6yno nepesi el—f

iHeHo I BU3HARG?
TaKkumK, Wo elanosigate GMP. A

g £ B

Komerarpi: Ceprudikar sunycky cepii Ne 2110 Bif 24.09.2024

CepTudikat aHanizy Ne 462791 Bif 24.09.2024
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S L I
Routis e

i

eIt

BunyuweHo: Petya Kancheva, ynoswosamena ocoBa, darafuac: 24 sepechs 2024, IéfZﬁib9

LLORYMEHT cT8opennii ENEKTPOHHIN CUCTEMI 3 ENEKTPOHHIUM NigAnucom

Biaain konTponio axocri, Tposw, Bonra pia

teva




CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

MpoAykT: Anmarens A®, cycnensia, Ykpaina

ilocunaHHa Ne;

000000000001200065 Homep cepif

160739

MeToa:

- TepmiH npuaatHocTi

30 BepecHn 2026

Hata eupobHuyTea:

11 sepecHn 2024

Crelmndikauia Neo; SDIR0O063S0 Homep cepTtudikaty 462791
ananisy LIMS
Hata aHaniay: 24 BepecHs 2024 Po3mip ynakosxum 170 mn
Ne Tectn XapaKTepucTUKK Ta cTaHAapTH PesynbTtarm
1, 30BHIWHIK BUrNRA, Cycnensia 6inoro abo maike 6inoro | Bignoeigae
Konwopy. Mpu 3b6epiraHni Ha nosepxHi
MOE BUAI/IMTUCA WAP NPO30POT PIgUHM.
flpn eHepriiiHomy 360BTYBaHHI BMICTY
$nakoHa rOMOTeHHICTb cycreHsii
BiflHOBMOETLCA,
2. CrabinbHicTb cycnensii lNoBWHHa BiARORIAATH Bignosizae
3. BigHocHa rycruHa Big 1,017 no 1,243 1,133
4, O6'em BmicTy YNaxkoskH, mn He menwe 170,0 174,0 mn
5. pH Big 6,5 0o 9,0 8,0
6. B’aakicts, mMNa.c Big 50 o 5000 2130 mNac
7. laenTudikayia
*  AnOMiHiiA [ToBUHHA BignoBigaT Binnosipae
e MarHiii MoswHHa BignosigaTn Bianoeinae
* beH3oKaiH, konboposa MoBWHHa BignosiaaTK Bianosinac
peakuis
* beHzokaiH, BEPX MNoBWHHa BigNnoBigaTH Binnosinae
¢  KOHcepBaHTK: NosvHHa BignosigaTy Bianoginae
Metunnaparigpokcnbensoar
¢  HKoHcepBaHTH: MosuHna Bignosigatu Binnosigae
[poninnaparigpokcnbensoar
*  KoHcepBaHTH: MoBuHHa eignosigaTu Bianosigae
bytunnaparigporcrbenzoat
8. | Cynuoartu, % He 6inbiwe 0,1 <0,1% |
9. Xnopuau, % He Ginbwe 0,3 <0,3%
10. | KistbkicHe BM3HaYeHHs AIOUNX peYOBHUH
10.1 | AnomiHio okeug, r/100 r Bin 3,60 pno 4,40 4,02 r/100r
10.2 | Marnio okeng, r/100 r Bin 1,24 no 1,52 1,44 r/100r
10.3 | BeHaokain, r/100r Bin 1,80 pao 2,20 2,02 ¢/100r
11. | KinbKicHe BU3HaueHHA KOHCEePBaHTiB
F&Z_L * Merunnaparigpokcubensoar | Big 0,18 00 0,22 r/100 s 0,18 r/100r
112 » [llponianaparigpokcuBensoat Big 0,0225 n0 0,0275 1/100 1 0,0247 r/100r
11.3 * _ ByTunnaparigpokcubensoar | Big 0,0225 fo 0,0275 /100 0,0248 r/100r |
12. | Kucnotoneiitpanizyioua 3faTHicTb, 1 | He menwe 26 32 mn
t npenaparty, ma 0,1 mons/n HCI
13. | Mikpab6ionoriuna uyMctoTa N
13.1 *  3arasLHa KinbKicTb He Ginbwe 102 < 10 KYOQ/r
aepobHUX mikpoopraHismis,
B KYOQ/r
13.2 * 3aranbHa KinbKicTb He Binkiwe 10! < 10 RYO/r
APBKAMKOBUX Ta NAICEHeBUX
rpubis {cymapHo), B KYO/r
133 e Escherichiacoli,sr He gonyckaloTees Bincyths




MepernsnyTo: ......,

3aTBEpPAMEHO: ........

-Aysel Alieva Dara: 24.09.2024
Craplunia faxiseup 3
KOHTPOIO AKOCTI {nianuc)  24.09.2024
.Petya Kancheva farta: 24.09.2024
YnosHoBaMeHa ocoba (nignve)  24.09.2024

MligTeeparKeHo, WO AaHUEH MPOAYKT BUPOBNEHD 3 AOTPUMAHHAM BUMOT GMP

24.09.2024

Homep 38iTy 383041
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HEPKABHA CJIYIKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMHM Y KUIBCBKIN OBJIACTI

ripos. CeiTymol Hanii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €JIPIIOY 37078774

BUCHOBOK
PO SIKICTE BBE3eHOro B YKpaiHy Jikapchroro 3acoly

28.10.2024 Ne 53904/24/10

AJIMAT'EJIb®A

(nafimenyBaHHs HiKapCEKOTO 3aco0y 3TINHO 3 peceTpatifHuy [TOCBI;IYETI 1SN )
Cyciensis opanbaa o 170 ma y dutakoni, no 1 baaxony y kapronniii nayui pasom 3

AO3YBAJAbLHOID JOKKOIO
(thopma punycky, noyBanis, sug NAKYBAHHS JNIKAPCEKGTO 3ac06Y)

Hoxep peecrpanifinoro nocsiguenns UA/0879/01/01 CTPOK il peccTpauifinoro noesiguenns 01.01.2099

Cepis nixapenkoro sacoby Ne 160739 Kinexicrs BBe3enoro sikapobkoro sacody 27426

BupoGuuk bankandapma-Tposin AT, Boxrapix

(naiivMerypanus BupoGauxa Aixapebkoro 3acoby, Kpajna HOXOJKEHHsI)

Beeseno B Yipainy Tosapuctso 3 06mexenoo BianosizansuicTo "Tega Ykpaiua", izenr.
xox: 34770471

(HaitMeiryBaHns T2 koj 3a €JPTIOY 0pUAMIHOl 6cobH abo npiseMie, iM'd, 110 GaTEKOBI i

hiskHoT
0COBH - nianpHeMus, 1T Micue POk HRANAS Ta peecTpauiiingii nomep ofnixonot KapTKH INIaTRUKA
nonatkie ao cepis Ta Homep NAcIopTa)
Iporokon sisyaneuoro xontpomo sig 21.10.2024 N 3221/1.
3a  pesynerataMK  mepiasHoro KOHTPOMIO  BCTAHOB/ICHO, IO  nikapchkuii 3acif  seeseno = Ykpainy =3

AOTPHMAHHAM BUMOr 3aKOHOLABCTEA 010 sabesnedenHs AKOCTI NiKapehKiX 3acobis.
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teW Q 25-epeciin-2024

13:46:35
CepTtudikar BUnycKy cepii
Kog maTepiany 1200065 Homep cepii gna 40000278915
IHCneKuii
Onuc marepiany Anmarens®A, cycneHsia opansHa, 170 may ¢nakoHi, 1 dnakoH B KapTOHHIA Kopobuj
3 /103YBa/IbHOK AOMKOIO
Cepin 160741 Pozmip cepii 27384 ynakoBoK
fara supobHuuTBa 11 sepecHs 2024 Tepmin npugatHocTi BepeceHn 2026
Ymosu 36epiraHHs He Bulile 25°C, He 3amMOpOXKyYBaTK Alara nakyeaHHA 11-12 sepecHn
2024
ApxisHa KinbKicTb 8
Jlikapcbka dopma OpanbHa cycneHsin Tvn nakyBaHHA MAacTUKOBUMMH
dnakoH
Cuna gii/ AKTUBHICTL Anomidito okeny /BeHsokain/ Posamip ynakoBxm 1
MarHito okewg, 43.6-21.8-15
Mr/mn-pmr/ma-par/mn
Kpaina noxogmeHHa Banrapia Koa npogykry Ha pusxy -
KpaiHa-imnoprep YKpaiHa Homep peecrpauiitnoro UA/0879/01/01
noceig4eHHA
AinbHuua, wo signosigae 3a Bunyck cepii
Hasga Bankandpapma-TposH AT,
ajpeca By/. Kpaipeuwna, 1, 5600, TposaH, Boarapis
HOMER NiLeHsiT BG/MIA-0437/14.05.2024
Homep cepTudikaTa BianosigHocti GMP BG/GMP/2022/219
AinbHuus, wo signosigac 3a KoHTponb cepii
Ha3aa bankandapma-TpoaH AT,
afgpeca BY/. Kpalipedna, 1, 5600, TpoaH, bosrapis
HOMepR rileHsIl BG/MIA-0437/14.05.2024
Homep ceptndikaTa signosigHocTi GMP BG/GMP/2022/219
AinbHuua,uio BianoBigae 3a nakysaHun cepii
Hasga Bankandapma-TposH AT,
agpeca 8ysi. KpaipeuHa, 1, 5600, Tpoaw, Boarapin
Homep AiLeHsii BG/MIA-0437/14.05.2024
Homep cepTudiraTta BignosigHocri GMP BG/GMP/2022/219
NarysanbHi martepianm SKU nakyBaHHs Cepii Homep nepernsaay
BOX ALMAGEL A 170 UA 3214300 7000081242 | 01
LABEL ALMAGEL A 170 UA 3214383 7000080729 | 01
LEAFLET ALMAGEL A UA 3214405 7000081283 | 01
dinbHuua, wo signosigae 3a BMPOBHMUTBO
cepii “in bulk”
Ha3Ba Bankandapma-TposaH AT,
aapeca ByA. Kpalipeura, 1, 5600 TposH, Bonrapin
Homep AlueHsii BG/MIA-0437/14.05.2024
HoMep cepTudikaTa BignosigHocti GMP BG/GMP/2022/219
Onwuc SKU Homep SKU Cepii 6anky | Jdata sBupo6HUUTBEa
Anmarene A cycnensia 5500 33000187 2000126254 | 10 sepecHa 2024
AinbHuus BUpobHULTEA 410407 peYOBHUHU
Ha3ea Cl dapma CAC
Wemin ato Bannos aro Mapi 845, 13240 Cenremec nec
agpeca Bannorc, ®paHuia

[ £/562
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HOMep nidensil 21MPPOOSHFROL
HomMep cepTudikaTta BignoeigHocti GMP -

Homep FEI
Onuc SKU Homep SKU Homep cepif CEP/DMF
NarHito rigporcun 2101034 5000030895 -

BinbHUUA BMPOBHULTBEA Ai0MOT pEeYOBUHU

Ha3Ba Hanwxoy Cannaiit dapmacstotran Ko., T,
agpeca HOHHaH Bect Poag 216, 213134 Yanuwwoy Citi, Kutai
Homep nineHsii -

Homep cepTudikaTta signoeigHocti GMP 1520191104

Homep FE! -

Onnc SKU Homep SKU Homep cepii CEP/DMF

BeH3oKaiH 2100619 5000030821 R1-CEP 2004-008-REY 06

OinbHuus BUpoBRULTES AlOY0T pEHOBMHU

Ha3Ba Cil dapma IHk,
ajgpeca Kein Xennonen Opaiie 40, 19958-1168 Jlukoic, Aenesep,
CllA

Homep AileHsii =
Homep cepTudikaTa BignosigHocTi GMP -

Homep FEI -
Onwc SKU Homep SKU Homep cepii CEP/DMEF
AntomiHito rigpokeng 2100016 5000030947 ASMF/AP/VERSION 2021-02-12

Po3icaigysanHa - -
Mpouec Banigayii cepii - -
Uvm a nigareepamyro, o HaseaeHa BULLE iHdopmaLlia € 4OCTOBIPHOW Ta TOYHOI. Ls cepia npoaykry &yna BUrotTosneHa
BK/IOYAOUU YNAKOBKY/MapKYBAHHA Ta KOHTPOAb AKOCTE Ha 3a3HaveH i BUILE BMPOBHUYINA AinbHUUI (-AX), B NOBHIMN
BiAnoBiaAocTi A0 sumor GMP, 110 BCTaHOBACH] MICLLEBUM PErYJIATOPHUM OPraHom Ta cneundiradii
NoC8iAYeHHA KpalHW-imnopTepa. MpoTokoam BUPOOHULITBA, NaKyBaKHA | aHani3y cepii Gyno nepesgi
Takumn, Wo signosigaots GMP,

’

Komenartpi; CeprudikaT aunycky cepii Ne 2115 sig 25.09.2024
CepTudikaT ananizy Ne 462792 sig 25.09.2024

BunyweHo: Desislava Petkova-lvanova, ynoBHOBameHa acoba. Aatafuac: 25 sepecra 2024, 13:46:34
foRyMeHT CTBOpEHWI B @NEKTPOHHIN CUCTEMI 3 NEKTPOHHKUM nignncom




teva

Bipain kouTponio skocTi, Tpoax, Boarapis

CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

MpoayKkT: Aamaresnb A?®, cycnensia, Yrpaida
MNocnnaHHA Ne: 000000000001200065 Homep cepii 160741
Metoa;: = Tepmidn npuaatHocTi 30 BepecHa 2026
Lata BupobHuUTea; 11 BepecHa 2024
Cneumdiralia Ne: SDIROD6390 Homep ceptudixary 462792
aHanisy LIMS
Hara aHanizy: 25 BepecHn 2024 Po3mip ynakoBKK 170 mn
Na Tectn XapaKTepUcTUKA Ta CTaHAaPTH Pesynbratk
1 30BHIILHIA BUrAAL CycneHsia 6&inoro abo maike Binore | Bignosigace
Konbopy. lpu 36epiraHHi Ha noeepxHi
MO3KE BUOINUTACA Wap npo3opol pigvHu.
Mpu eHepriinomy 360BTysaHHI BMicTy
dnaKkoHa rOMOTEHHICTD cycrieHsil
BiZJHOBAIOETLCA.
2. CrabinbHicTb cycnensii MNMosUHHa BiANOBIAGTK Binnosigae
3. BigHocHa rycTuHa Bin 1,017 oo 1,243 1,145
4, 06’em BMicTy Ynakosxu, mn He meHiue 170,0 174,0 man
5. pH Bis 6,5 0o 9,0 8,0
6. B'saskictb, mMa.c Big 50 go 5 000 2 600 mMNa.c
7. loenTrdikanin
e Anominin MNosWrHa BignosigaTk Bianoeiaae
*  MarHii NoewWHHa BinoBIgaTK Bignogigae
s beH3owraiH, KonbopoBa MoBuHHa BignoBigaTH Bignosigae
peakuia
¢ Gexsokain, BEPX NoswHHa BignosigaTty Binnosigae
*  KoHcepsaHTH: NoBWHHa BignosigaTy Bignosinac
Metuanaparigpoxcubenzoar
¢ KoHcepsaHTK: AosuHHa BignosigaTti Bionosigae
MNponinnaparigpokcubersoat
¢ KoHcepeaHTH: MoeMHHA BiANOBIAATH Bignosigae
bytunnaparigpokcubensoat
8. Cynbdat, % He 6inswe 0,1 <0,1%
9. Xnopuau, % He Ginswe 0,3 <3,3%
10. | KinbkicHe BU3HaYeHHA gitounx pevosyH
10.1 | Amominito okena, /100 r Bia 3,60 no 4,40 4,01 r/100r
10.2 | MarHiwo okewg, rf100r Bin 1,24 po 1,52 1,43 r/100r
10.3 | BeH3okKain, rf100T Big 1,80 no 2,20 1,98 r/100r
11. | KinbKicHe BU3HaUYEHHA KOHCEpBaHTiB
11.1 *  Metmnanaparigpokcubensoar | Bia 0,18 go 0,22 r/100 r 0,20 r/100r
11.2 * T[lponinnaparigpokcubensoar | Big 0,0225 ao 0,0275 /100 r 0,0246 r/100r
11.3 * bytuanaparigpokcuBensoar | Big 0,0225 ne 0,0275 r/100 r 0,0245 /100r
12. | Kucnotoueiitpanisyioua sgathicts, 1 | He meHwe 26 32 mn
r npenapary, ma 0,1 mone/n HCI
13. | Mikpo6ionoriuHa yucrota
131 *  3aranbHa KinbKicTb He Ginblue 102 < 10 KYO/r
aepobHKX mikpoopraHiamis,
8 KYO/r
13.2 *  3aranbHa KinbKicTb He 6inblue 101 < 10 KYOQ/r
APIKAKOBUX Ta NiCEHeBNX
rpubis {cymapHo), 5 KYO/T




| 13.3 ‘ * Escherichiacoli, B r He aonyckaoTbea

BincyTHA

-

Mepernanyro: ... Biserka Vasileva AaTta: 25.09.2024
Crapuwuii daxiseuyb 3
KOHTPOK AIKOCTI (nmignuc)  25.09.2024
3ateepameHo: ......... Desislava Petkova-lvanova Aata: 25.09,2024
YnosHoeameHa ocoba {nignuc)  25.09.2024

NigTeEpAXEHo, WO faHWA NPOAYKT BUpPOBNEHD 3 AO0TPUMaHHAM BUMOT GMP

25.09.2024
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AEPKABHA CIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIA OBJACTI

npos. Ceimnuanoi Hanil, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog CHPIIOV 37078774

BHCHOBOK
Npo AKICTEL BBE3€HOro B YKpainy JikapebKoro 3acoy

28.10.2024 Ne 53905/24/10

AJIMAT'EJIb®A

(HaiiMEHYB2HHS NKAPSHROTG 32¢00Y 3LIAHO 3 PeeCTPALIFHHM HOCBIATCEHIM)
cyenensist opasbHa mo 170 Mt y pakoni, o 1 gurakony y kapToHHii naqmi pasom 3
AO3YBANBLHOIO TOKKOIO

((popma BumyCcKy, MO3YBSHNA, BUA TAKYEAHHS IKAPCEKOTO 3ac06y)

Homep peectpauiitnoro noceixuenus UA/0879/01/01 crpox nii peecrpaniiinoro nocrinzenns 01.01.2099

Cepis nikapceskoro sacofy Ne 160741 Kinexicts BBe3eHOro nikapeskoro sacoby 27384
Bupobnuk bankandapma-Tposn AT, Bonrapis
(BafimenyBanH BUPOBUHKA NikapoLkoro 3acoBy, KPaina MOXOLKEHHA)
Baesero B Ypainy TopapucTeo 3 06mexenow BixnosiganbuicTio "Tesa Yxpaiga", igenr.
xon: 34770471

{(naitmMenyBanms Tz Koz 3a €APIIOY ropuamunel ocobu abo npissunte, iM'A, o GaTekori dizrmoi
0COGH - niAupHemMns, i Micie IPOXKMBAHHA TA peccTPanifinmii HoMep oBIiKoBOT KAapTKH IDIaTHHKA
noAaTis abo ¢epid T2 HoMep nacoopra)

IIporoxon mizyansnoroe wentponso pig 21.10.2024 N 3221/2.

3a  pesymbTaramMy  ACPKABHOIO KOHTPOMO BCTAHOBIEHO, IO Jikapcexuit  3acié  EBeseH0 B YKpaimy 3

AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA BIOA0 3a6e3MeYeHHS SKOCTI JIKAPCBKKX 33C00IR,
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