SAPMAUEBTHYHHN 3ABOJ
By, [Tenmstumnecka Ne 19

83-200 Craporapa aguncxs, TOJIBIA
p @fpﬁ&fma e, +48 53/563 16 00

daxc +48 58/562 23 53

Cepruixat awxaeti Ne 14009

Haiimenypanna npomykuii: ATOPBACTEPOQJI, TabaeTky, BKprTi niisxosolo o6ononkor, mo 40 Mr

Kpaina-eupobuk: [Tonsiua

Howmep peectpauiifioro crinoursa: Ne UA/11325/01/03

Cuna piffaxTuBHicTS: 1 TaGNeTKa, BKPHTA IWITIBKOBOIO 0GONOHKOIO, MICTHTE 41,44 MT ATOPBACTATHHY KANBLI, IO RiATOBIHAE
40 Mr aTopBacTaTHHY BiMNORBIHO

Jlixapceka qopma: TaGIeTKH, BKPHTI IUTIBKOBOIO 06070HK0I0, o 40 Mr

Poamip i Tin ynaxoexu: nio 10 Ta6nerox y 6uictepi; no 3 Giticrep® y xapronniit kopo6ui 3 MapkyBaHHAM YkpaiHCBKOI0 MOBOIO
Iunexe: ATRV-0314-800

Homep cepil; 11024

Posmip cepil: 15706 ym.

Jara upofunurea; 10.2024

Mara 3akiHueHHs TepMiny nprpatHocTi: 10.2026

Halimenypauns, Micliesnaxoxenns pHpoGrnuTsa: PapManestnunnii 3asox «Ilonstapmay C.A., Byl Tleasmminbcka, 19,
83=200; M. Craporapn-l fafchkuil, [TojiEma

Howmep ninenzii: 040/0105/15

Ceprudixar signopinnocri GMP: IWPF.405.103.20221P1 WTS/0105_02_03/239

TToxasunki AxocTi Bumorn MKSI eneusdriranii PeayarTatH
Creundixauis BunycKy Creimdikanis sunpoGyBans
TepMiHy
NpHAATHOCTI

1. Onue: Bini, oBanbHi, [poonyni TabneTky, BRpuTi : ;
Bisyanzxo 1L1iBKOBOI0 000N0HKOI0, poaMipom 8,2x17 MM ISR
2. InesTidikanin - aTopracTaTHH

Meron BEPX niK aTOpPBACTATHHY - Bignosiaae

TIOKa3ye TakHit e uac
YTPHMYBRHHSA, 0 i

CTAHAAPTHHI 3pasok

CraHyraHHd niky Y O- : i

HiOx-MaTpHHIm RIANOBiZAE

IEeTEKTOPOM Eis -

aTOpBACTAaTHHY i

CTaHAAPTHOFO 3paska

Bi3yaisHO AOPiBHANLHL
- THTaHY AlOKCHA * IIO3HTHBHO - BilMoBizae
Jxicna peakis
3. Cepenus Maca TabaeTin: 612 Mr & 5% (581 - 643 mMr) 604,1 Mr
4, Posnapganus €pp. ®apm. 2.9.1 (3a 30 xeumuH) 9'13"
Pozutinenus (Bopa, 75 o6./xB.) Q = 75% uepes 30 xBunun 92,3%

(muE 20,6% - Make 95,4%)

6. Kinbricue Bisnavesnsn -

A4TORBACTATHHY 38,0-42,0 mr 36,8 - 42,0 Mr 96,1%
Mertox BEPX (95 - 105%) (92 - 105%)

7. OgHopiaHicTh 1030BaHNX 0AHHIIE Binnosimae - 8,5%

/5)(@% n/ov? 305 od.0f }‘“%
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BAPMALERTHYHHH 3ABOA

ByI. ITeneniunbcka Ne 19

83-200 Craporapa Caauscku, IIOJbIIA
Ten. +48 53/563 1600

(axc +48 58/562 23 53

g7 POlpharma
CeprrdiraT axoeti Ne 14009

Halimenysanua nponyxuii: ATOPBACTEPOJ, Tabuetxcn, BkpuTi ARiBKOBOIO 060/10HKOIO, Mo 40 Mr

Kpaina-supoOuuk: Ilosbia

HoMep peecrpaniiinoro ceigontsa: Ne UA/11325/01/03

Cuna pif/axTupmicTs: 1 TaGieTka, BKpHTA IIIBKOBOIO 0G0IOHKO, MICTHTE 41,44 Mr aTopBacTaTHHY Kanblilo, Mo Bignosigac

40 MF aTOpBacTaTHHY BiADOBIAHO

Jlixapcopka hopma: TaGneTkH, BKpUTI NIiBKOBOIO 0G0NOHKO0, 10 40 M

Po3mip i Tun ynakosxu: no 10 taGnetox y Gnicrepi; no 3 Grictepu y xapToumiH kopobui 3 MapKyBaHHAM YKpalHCLKOK MOROIO

Inpekc: ATRV-0314-800

Homep cepif: 11024

Poswmip cepil: 15706 yn.

HJata sBupoGuunTsa: 10.2024

Harta sakinuenus TepMiny npupatHocti: 10.2026

Hatimenysanus, Micuesnaxomkerss BupobrunTEa: DapMauesTHunuii 3ason «ITonegapman C.A., By Ieasnninscka, 19,
T 83-200, ™. CrapoTapa-l manceKRE, IToaba

Homep ainersii: 040/0105/15

Ceprudikar sianosigrocti GMP: IWPF.405.103.2022.1P.1 WTS/0105_02_03/239

8. Cnopinneni gomirmici

- HiacTepoilomep He biapme 0,2% He Ginpe 0,3% mesnue 0,05%
- JIaKTOH aTopBacTATIHY He Ginpme 0,5% He Bineme 0,7% Menme 0,05%
- AtopeacTamiHy di-emoxcng He Gineme 0,6% He 6ineme 2,0% 0,07%

- Qurinporcigienoxcun i Aukeroenorcnn He Ginswe 1,2% He 6insue 2,5% memnue 0,05%
- Homilneea 1,8 RRT He Ginsme 0,4% He Binewe 0,6% Mene 0,05%
- Hajiblnea nenigonma noMilia He 6inpme 0,2% He Ginsue (,2% mMenme 0,05%
- Cyma pomitox He binpme 4,0% He 6inwne 7,0% 0,07%
Metoa BEPX

9. MirpoGionoeriuna unerora **

3araneHa xinskicTs aepobmux He 6Giave 10° KOE/1 ¢ HE ITPOBEAEHO
mikpoopragismie (TAMC) s Ir

3araneHa KiasxicTs apixaxis /miicnann He 6inpwe 102 KOE/1 r He IPOBEACHD
(TYMC)el1r

Escherichia colie 1 r BigcyrhicteB 1T HE IIpCReneHo

* Tect nposownsca Ha 3 ceplax, noriM Ha koxuin 10-i cepil.

** NpH BILMYCKY: TCCT NPOBOMITECA HA KOwHiF 20-1i cepii a6o onmilt cepii #a pix. Tpn Tepmini NPUAATHOCTI: TECT NPOBOAHTLELA WA NOYATKY Ta Y Kiulti Tepminy

TpHARTHOCTL,

Brasanuit y unomy ceprudiixaTi ToBap 3a sikieTio Binnosinae sumoram: AHJ $/4-0132.09 mua, 02

Ium s 3aCBif4YI0, WO HABENEHA BHILE iH(OPMALA € AocTOBIpHOIO Ta TouHOW0, L0 cepio NpoYKHil Y10 BHpoG/IeHo (BKMOTAI0YH
NaKyBaHHA/MApPKYBAHHA) Ta NPOBEAEHO KOHTPOss iT AKocT] Ha BHIlesasHave il RinpHULI ¥ 110BHI# BigNOBiAKOCTI 3 BIMOraMH GMP,
BCTAHOR/IEHHMH MICUIEBHM PETYJIATOPHIM OPTaHOM, A TAKOXK BIANOBIIHO A0 crienmikallil, 1o MicraTses y peecTpalifHoMy AGCHE.
TIpoToxonu BHpoOGHULITEA, TAKYBAHHA Ta aHANi3iB 6YN0 NeperiaHyTO Ta BCTAHOBNEHO Biamopinuicts GMP.
Tpissuitte Ta nocaga 0cofH, YIOBHOBAKEHOT BUAANATH O3RN HA BHITYCK cepii:

Iignue

A. Siewruk

Hara manncy: 25.11.2024

65%1
YnorHoBaMEH ocaba
(Qualified Person)
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TEPKABHA CIYKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

npoe. Hauii Ceitnuunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
npo sikicrb BRe3eHoro B Ykpainy jikapesroro 3acoby

27.12.2024 Ne 70949/24/26

ATOPBACTEPOJI

(ualMeHyBaHA JikapeLkora 3acody 3riaHo 3 peccTpauliinim nocoiateHtaM)
tabaerkn, BRKPHTI IIiBIOBOIO 0601081010, 110 40 Mr, mo 10 TaGaeTor y Gaicrepi; mo 3
faicTepn y kapToHHIM Kopo6ui

{¢hopma BHMyCKY, [O3YDAHNS, BHI NAKYBAHHS NIKAPCHKOTO 30006y}
Homep peecrpauitinoro noceinuenns UA/11325/01/03 erpox aii peectpauiiinoro noceintents HeobOMexeHHH
Cepis mikapcbxkoro 3acoby Ne 11024 Kinbkictb BBE3€HOTO JTikapcukoro 3acoby 15706

Bupobunk dhapmanepTrunni 3asoz “Ilonsdapma™ C.A., Tlonbia

{bafiMeHyBsaHNA oHpobHEKa Nikapenkara 3acoby, XpaiHA HOXOLKel )

BeeacHo B Ykpaiiy Toeapucrso 3 obmesxenoio signosiganenicrio "IIOJIbGAPMA
FOA", inenr. con: 42781598

(tradimenynatina Ta koa 3a CLPTIOY wopuatiunoT ocobu abo npienuie, iM'H, no GaTekoni (piausol
0cO6M - RiANPHEMLE, T Micle NPOXMBAHKR Ta PEECTPALIHHKH 1oMED OGRIKOBOT KAPTKH NJIGTHHKR
nosaTkin abo cepin Ta HOMep NACnopTa)

TlpoToxon Bizyansuoro konrtposnto sig 27.12.2024 N 4279/1.

3a pesyNbTaTaMH  HEPIKABHONG KOHTPOMIO BCTAHOBIEHO, 1O nikapcbkuii 3aci6 poeseno B Ypainy 3
JAOTPHMAHHSIM BHMOT 3aKOHOAABCTRA MO0 3abe3nesenns axocti AjkapebIk 3ac0GiB,

Muxona XOJIOAEHKO

{nianuc) (iniianw ra npisnuue)




GAPMALIEBTHYHHI 3ABON
Byn. [lenvrinuuncka Ne 19
m@ 83-200 Craporapa Cnannsck, NMOJIBLLIA
Q @éiﬁf?@ @ Ten. +48 53/563 16 00
dakc +48 58/562 23 53

CeprudrivaT rocri Ne 18048

HaiimenyBanus npomykuii: ATOPBACTEPOJI, Tabnetxn, BkpuTi naisxonaio olononko010, no 40 Mr .
Kpaina-snpoGuuk: [Tonbma i
Homep peecrpauiiinoro crizoutea: Ne UA/11325/01/03 :
Cuna giv/akBHiCTS: | TabNeTKa, BKPITa MAIiBKOBOIO oBononkoro, MicTHTb 41,44 Mr ATOpBACTATHHY Kalblilo, WO Bignosigae
40 Mr aTopBacTaTiiHy BiANOBiNHO

Jlikapceka dopma: Taberky, BrpTI NiBKOBOD ofonoHkot0, 1o 40 Mr

Posmip i T ynaxosxu: no 10 Ta6nerok y 6ricTepi; mo 3 GaicTepn y xapTouriit ¥OpOBL 3 MapKYBaHHAM YKpaiHCLKOIO MOBOIO
[nnexe: ATRV-0314-800

Homep cepii: 10225

Poamip cepii: 15930 ym.

Hara supoBunutea; 02.2025

Hara sakinvenns repminy npuparHoeti: 02,2027

Hafimenysanns, Micuesnaxajxenns BHpoGuuHUTEA: DapMauesTHY HUli 3aBog «lTonsdrapman C.A., Byn. [lenbnninbexa, 19,
83-200, M. Craporapa-T nanceknii, Monbua

Homep niuenaii: 040/0105/15

CepTndixar sianosinnocti GMP: IWSF.405.125 2022 1IPTWTC/0105 03 01/275

o ——— o

Tloxaiuukn nroeTi Bumorn MKSI enenudiganit PesynbraTn l
Creundikanis sunycky Crieundixauis BHIPOOYBaHE '
TepMiHy !
NpHAATHOCTI B
1. Onmne: Bini, osankHi, nsoonykni Tabnerky, BEpHTI . .
Phyansno IinKoB 010 0B0IIOHKOIO, posMipom 8,2x17 mMum RAMIOBiZaE
2, Inenrudivanin - atopsacratnn
MeTton BEPX niK aTOpBaCTaTHHY - Bianosinae
NOKazYE TakHif xe vac
YTPHMYBAHHSA, 1O i
CTaHNAPTHHH 3Pa30K
Cxanysanug niky V- 5 .
nion-marprunimg RlII06IAde
HJETEKTOPOM Hi1g -
i aTopRacTaTHHY | Y
CTAHAAPTHOTO 3pajka
Bi3yanbHO nopieHATBH] ;
- THTAHY AlOKCh * NO3HTHRHO . BifnoRinae
Swicua peaxuin
3. Cepenny maca TaGaeTicn: 612 Mr 5% (581 - 643 mr) 607,8 mr

4. Posnagannus €sp. Qapm. 2.9.1 (3a 30 xeunun) 849"

S Y

Pozunnenns (soaa, 75 06./xB.) Q= 75% uepes 30 xBuaHH 87.2%
(MHH 93,5% - Makc
I 101,8%)
6. Kinskicne Brzmavienny -
ATOPBACTATHRY 38,0-42,0 mr 36,8-42,0 mr 101,2%
MeTos BEPX (95 - 105%) (92 - 105%)
'7. Oanopianicts fozoBannx OOHHHIEB Binnosinae - 3,7 %
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PODAS T

DAPMALIEBTHUUHNH 3ABOA
By, [Tensnaunscka Neo 19

83-200 Craporapa Nnansewy, TIOABILA

Ten. +48 53/563 16 00
(ke +48 58/562 23 53

Ceprudirar sikocti Ne 18048

Hafimenysanus npomykuii: ATOPBACTEPOJI, Ta6aeTicn, BRPRTI NKIRKCOBOIO ofioonxo10, no 40 mr

Kpaina-sapo6uiik: [Tonbia

Honep peecrpaniiinoro esinonrsa: Ne UA/11325/01/03

Cuna nit/axtisnicts: 1 Tabnetka, BKDHTA TUIIBKOROIO 0GONOHKOIO, MicTHTs 41,44 Mr aTopBaCTaTHHY KaNbllilo, 10 BigNOBInae

40 mr atopeacraTiny Bignorizuo

Jlikapeska dropma: Tabetin, BKpHTI NAiBKOROIO oBononkoro, no 40 mMr
Po3uip i Tun ynakosku: no 10 tabnerox y Buicrepi; mo 3 Gnicrepu y kapTouHiii KopoBLi 3 MapKyBaHaM ykpaiHchKOK MOBOIO

Inaeke: ATRV-0314-800
Howmep cepif: 10225

Poawmip cepii: 15930 y.
Hara supobannrea: 02.2025

Mara sakinuenns tepminy npunataocti: 02.2027
Haiimenypanus, Micueanaxomxenns BHpoGHHUTBA: Da
83-200, M. Craporapa-I nancskuit, Monpima

Homep niuensii: 040/0105/15

Ceprrdikar sianosizgocti GMP: IWSF.405.125 2022 1P WTC/0105 03 01/276

pMaueBTHYHRN Japon «[lonsapman C.A., Byn. Menpmninscka, 19,

8. Cnopiament pomitncn

- Hiactepoizomep

- JlakTon aTopBacTaTHHY

- ATopeacTaTiuy Ji-enokeHg

- Duriapoxcimienoxenn i Anxetoenokcuy
- Momiuika 1,8 RRT

- Haiibinbwa nesinoma goatiwea

- Cyma nosiwror

He Ginswme 0,2%
He 6inswe 0,5%
He Binture 0,6%
He 6inbue 1,2%
He Ginbwe 0,4%
He 6inbwee 0,2%
He Gineuwe 4,0%

He binewe 0,3%
He 6inbute 0,7%
He Ginpme 2,0%
He Ginbue 2,5%
He bineue 0,6%
He Ginpne 0,2%
He Ginbiue 7,0%

MeHe 0,05%
menure 0,05%
Meniue 0,05%
menie 0,05%
meHwe 0,05%
sMenre 0,05%
Menute 0,05%

MeTton BEPX

9. MikpoSGiosoriuna qieroma **
3aranbua KiTbKiCTL acpoGuix
Mixpoopranismis (TAMC) B Ir

He Ginzme 10° KOE/] ¢ He TIpoBeAeHo

daranena kinskieTs Apixmsis MuicHaen He Oinbime 102 KQE/1 r

(TYMC)s1r

Escherichincolinl r

* Tecr nponoanTeea Ha 3 cepiax, HoTim Ha Komit] 10-1 cepif.
** npH BuNYCKY: TecT MPGDOAKTECA 113 kORI 20-f1 cepil alo oanif cepiiua pik. [Tpst Tepsini nprmariocti: Tecr NPOBGANTECH Hil [IOYATKY 1A ¥ KiHL Tepmity
npHAATHOETI.

HE NIPOBeIgHO

BincyrhicTes 11 He MpPOBEASHO

Brazannii y usomy ceprudirari TOBAP 3a AKiCTI0 BiAnoBinac Bumoram: AHJ §/4-0132.09 Bia. 02

11 5 3acinyyio, wo Hasenena syuwe ingopmanin e JOCTOBIPHOIO A TouHow, Lho cepiio npoayxuii 6yno Bupobneno (BKIOUAROUH
NaKy BaHHI/MApKyYBaHHA) T NPOBEAEHO KOHTPOJIb iT #KOCTI HA BHINE3a3HAYeHIH AinbHMI ¥ ToRHiH RiZDOBIAKOCT] 3 BHMOraMIf GMP,

Miamne
VYrioBHoBaskena ocoba
(Qualified Person)
J. Pietliewicz

s

Hata nignucy: 21 .0! 2025

Vgl
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AEPIKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI

npoe. Haait Cairanunot, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koz €APTIOY 37079055

BUCHOBOK
PO AKICTH BBE3¢HOro B Yipainy JiKkapebnKoro 3acofy
23.05.2025

Ne 25372/25/26
ATOPBACTEPOJI

(1mlistenynanng aisapenkoro sacely HWiAH0 3 peeerpantiiingsy nocri;ennas)
TabNeTKH, BRpuTi NUIiBKoBOIO o6osiomeoio, 110 40 nr, 1o 10 1

abueroic y 6aicrepi; no 3
flaticrepn y kapronmiii copo6ui
(ropsa BHUYTRY, 203y HOTH, B Ry DS JIRAPELEOTN Srcody )

Howmep peectpauititioro noceinvenns UA/11325/01/03 CTpokK 4T peceTpauiiiHore noceisienna HEOBMENEHH

Cepin nikapebkoro sacoby Ne 10225

Kinwkicrs nseseroro nikapeukoro sacoSy 2400
BupoGuuxk PapmaunenTuunuii 3aroa “TIOJIbGAPMA™ C.A., [Tonbiua
(nadimenynani spoGiin Sikgpenkoro sucoly. Rpaiiig noxoikeins)
Boeseno p Ykpainy

Tomapnerno 3 o6mencenon sinmosinansnicrio "MOJTBDAPMA
IOA", ineur, xon: 42781598

(nalimenynanns va ko 2 CHIPTIOY wopuansinot ocobi aba npismuine, is'a. mo Garvekoni (isemai

ocolH - nianpuesis., 17 sicie HposKiHREING Ta pecerpatifliinl nosmep ofaikorol KApTEH nmwrIMKa
nosarkia alo eepis ra nosep npciopra)

fipoTokon sisyanniioro wowrrpomo nin 23.05.2025 M 1789/01,10-25/3.

32 pesyawtaTamu  acpsapiioro KOHTPOND  BCTAMORSICHO, 1O NikapchkWii, 1aci6  nseseno @ Yrpainy 3
ACTPHMAHHAM BUMOT 3aKOHONABCTE? WOAD 3a6e3neueHIA arocTi nikape xaa/cé-in.
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