e (+38044) 207-73-04 YnoBHoBakeHa ocoba 3 AKOCTI
(+38044)207-13-27 YnosHoeaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, M. Kwis, Byn. bBopucninbcbka, 13
; éﬁ Ten./®akc: (+38044)566-68-78 MpuitmanbHa
m‘%‘g E E Q @ %&% u u ﬁ (+38044)207-73-41 Bigain KOHTPOMO AKOCTI
2

Ceptudikar akocrti / Ceptudikar aHanisy N2 170000028835

1. HalimeHyBaHHA NpoayKLii: OMENPA3ON-AAPHWLA

(Ha3ea, cuna pii/akTUBHICTb, Nikapcbka dopma Ta 1 Kancyna micTUTb omenpaszony nenetu (y nepepaxyeaHHi Ha omenpazon) 20 mr;
po3mip ynakoBkK (iBEHTUUYHO [0 TEKCTY Ha kancynu no 20 mr; no 10 kancyn y KOHTYpHiit YapyHKoBIiit ynakosui; no 3
ynaKoBLji roToBOT NPOAYKLT)) KOHTYPHI 4apyHKOBI YNakoBKW y Nayli 3 MapKyBaHHAM YKPATHCbKOIO MOBOIO

2. Homep cepii: 1FV81123

3. Posmip cepi: 35,020 TYN

4. KpaiHa-B1po6GHuK: YKkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npu3HavyeHHs YkpaiHa

ANA cepil:

6. Homep peectpauiiiHoro nocsigueHHs: UA/6542/01/01, Joroeip noctasku N¢ PHARMARQOST-1
7. NaTa BupobHMUTBEA: _ 11.2023

8. lata 3akiHUeHHA TepMiHY NpuAaTHOCTI 11.2025

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. Hazea, appeca Ta Homepu niyeHsiii BCix BUPOONEHO, BKNKYAKUN YNakoBKy/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT

AiNbHUUBL BUPOBGHULTBA | KOHTPONK AKOCTI; «®apmauesTuuHa dipma «JapHuus» 3a agpecoio: m Kuis, Byn. bopucninbebka,
CeptudikaTtu BignosigHocti GMP Bcix 13;
BiNbHULb: nivyeHsia AB Ne598086;

csifloliTBO Npo aTecTalir nabopartopin BKA Ne 128;
ceptudikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKK J1C NeUA/6542/01/01, [orosip noctasku N PHARMAROST-1 sig
01.12.2022

PesynbTaTtn aHanisy:

Ne n.n. HallMeHyBaHHA NOKa3HWKa Bumoru HopmaTnBHOT foKyMeHTaLil Pesynbrat aHanisy

1 Onuc Teepfal %enaTUHOBI Kancynu 3 TEMHO-YEPBOHUM HENPOIOPUM Bingnosinae
KOPMycoM i HeNpo30poio KpuLLEeYKkoio TeMHO-Ciporo abo YopHOro
KONbOPY, WO MICTATL rpaHynu cdepudHol dopmi Big 6inoro go
6inoro 3 KpeMyBaTO-pPOXKEBUM BigTIHKOM KONbopy
2 |neHTudikauia A YO-cneKkTp NornMHaHHA BUNPOGOBYBaHOrO PO3UMHY, Binnosinae
NPWroToBaHoro, AK 3asHavyeHo B po3pini "KinbkicHe BU3HAYeHHS
Metop II"", B obnacri Big 260 Hm 4o 350 HM Mae MaT MaKCUMyMK
NOrNWHAHHA 3a AOBXKUH XBUNbL (276 £ 2) HMm i (305  2) HM Ta
MiHIMYM 33 AOBXWUHK xBUNi ( 282 + 2) HMm
3 laeHTndikayia B Ha xpomatorpami BunpofoByBaHOro po3uKHy, ofepaHii B posaini Bignosinae
"CynpoBiaHi AoMIWKK", Yac YTPUMYBaHHA OCHOBHOTO nika Mae
BiANoBifaTy vacy yTprMyBaHH#A MNika OMEnpasony Ha XpomaTorpami
PO3YKMHY NOPIBHAHHA (a)

4 OpHopinHicTe Ao30BaHKX oanHUUb  BignosigHo ao sumor DY, 2.9.40. MpuimansHe yncno AV < Bignoeinae
15,0%
5 Cynpoamm ,%ngw;g»gj Oomiwku C - He Ginbwe 0,2 % 0,0 %
'}e, ¥ ; y ,‘;:’:;;':. = i
6 Cyﬂpc?ﬁl.qm ,E[OMLUJKUI o Byab-AKol pomiwkn - He Ginbwe 0,5 % piar e Binnoginae
- HasapeHko =
7 Cympom,um%hﬁli.ﬂkwd Z Cyma nomiwok - He Binbwe 2,0 % 0,1 %
1 BikTopiBHa =
8 PoiunHerHB PIIOY/INH = | eTan - KncnotHa cTagia Bignosinaels Bignosinae
- 00481212 < [030BaHi GOpMU 3 BiATEPMIHOBaHM
/}{_', S cragir
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MpopoexeHHa CepTudikar axkocTi / Ceprudikar aHani;w Ne 170000028835 |” mlm|”|M|||||||m|‘|Iu||"|”|“ I"

9 Po3unHeHHA Il eran - nocninosHo KucnoTHa cragis, 6ydepHa cTagis Bignosigae  Bignosigae
sumoram JOY, 2.9.3, Teepgi nozosaHi popmu 3 BiaTepPMIHOBaHIM
BUBINbHEHHAM AnAa 6ydepHoi cTaaii

10 MikpobionoriyHa yucroTa BignogigHo no MKA 13 Binnosinae *

1 KinbKicHe BU3HaueHHA Omenpazony 19 - 21 mr/kan 20 mr/kanc

12 Ynakoeka BignoeigHo go MKA N3 Binnosinae

13 MapkyBaHHA BignoeigHo go MKA N3 Bignosipnae

11. KomeHnTapi: *MepioanyHicTb KOHTpONto B KOxHIN 10 cepil

12. Ymosu 36epiraHHs: B opuriHansHin ynakosyi npu temnepatypi He sule 25°C. 36epiraTn B HeJOCTYNHOMY 4nA
aiTen micui.

13. 3aaBa npo ceprudikayito: Lum nigTeepmxyto, Wo eci MpobHUYI cTagil ana Uiel cepil rotosol npoaykuii 6ynu nposegeri
B MOBHIll BiANOBIAHOCTI 3 BUMOramun, BCTAHOBNEHUMU B YMHHOMY KepisHuyTei no GMP,
3aTBepaKeHoMy MiHicTepcTBOM OXOPOHM 300POB’A YKpaidu, | 3 BUMOraMmu peectpayiftHoro
[OCbE KpaiHu NpU3HaYeHHA

Cepin gosBoneHa Ao peanisauii / BigBaHTa)KeHHA 3 29.11.2023

3aTtBepaXyHo

MIB: HazapeHko M.B.

[Mocapa: YnoBHoBa)xeHa ocoba

MignucaHo enekTpoHHUM nignucom: 29.11.2023  14:32

JoKyMeHT nianucaHo y cepeici ByacHo (novaTtok)
00481212_20231129_Certificate_170000028835.pdf

Crop. 232







[okyMeHT nignucaHo y cepeici BuacHo (NpopoBxeHHA)
00481212_20231129_Certificate_170000028835.pdf

[okymeHT BianpaBsneHo: 14:47 29.11.2023

BnacHuUK QOKYMEHTY

EnekTpoHHWA nianuc

14:47 29.11.2023

ELPMNOY/IMH: 00481212

Op. Hasea; MPUBATHE AKLIIOHEPHE TOBAPUCTBO dAPMALEBTUYHA ®IPMA OAPHULA
CTapLUWit iHcneKTop-yrnoBHoBaXKeHa ocoba: HasapeHko MapiaHHa BikTopigHa
“Yac nepeipku KEM/ELM: 14:47 29.11.2023 "

CraTyc nepeBipku cepTudikaty: CepTudikar fie

CepinHui Homep: 32BA6ADA8780FF4504000000931500009F4A0000

Tun nignucy: kBanidikoBaHui







Appeca 02093, m. Kuis, myn. Bopucninbcoka, 13 I

Ten, /Dakc: (+38044)566-68-78 TlpuiiManbHa ‘ ' | 1
(+38044)207-73-41 Bigain koHTpONK fKOCTI I l ‘
(+38044)207~73-04 YnosHoBaxeHa ocoba 2 AKOCTI ‘ M ‘( |

(+38044)207-723-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

Ceprudikar akocri / Ceprudixar ananisy N2 170000010343

1. HalimeHyBaHHA npoayKuii: OMEMPA3OJ-LAPHLA

(Ha3Ba, cuna Liii/akTuBHICTb, Nikapcbka popma Ta 1 Kancyna mMicTUTb omenpasony nenetu (y nepepaxysaHHi Ha omenpason) 20

PO3MIp YNaKoBKN (IAEHTUYHO [0 TEKCTY Ha mr

ynakosLi rotosol npoay«kLi)) kancyn no 20 mr no 10 Kancyn y KOHTYpHIit YapyHKoBI ynakosly; no 3
KOHTYPHI YapyHKOBI YNaKOBKU Y Nadui 3 MapKyBaHHAM YKPaiHCbKOI0 MOBOIO

2, Homep cepii: 1DE210824
3. Po3mip cepii: 35,245 Tyn
4. KpaiHa-Bupo6HuUK: YKpaiHa

5. HalimenyBaHia KpaiHu / KpaiH npusHaueHHA YKpaiHa

Ans cepii: _ R - ol ‘
6. Homep peecTpaLiiiiHOro NOcBigueHHs: UA/6542/01/01 , \ 3 R
7. Dara BUpo6GHuLTBa: 08.2024

8. [JaTa 3aKiHUeHHA TepMiHY npuaaTHOCTI 08.2026

(micaub i piK, nicia akoro J13 He 3aCTOCOBYETHCA):

9. HasBa, agpeca Ta Homepm niueHsiil Bcix  BUpOGIEHO, BKAOYAKUN YNakoBKy/MapKyBaHHsA Ta KOHTposb saxocTi Ha [pAT
AINbHULL BUPOGHULTBA | KOHTPONIO AKOCT; «®apmaleBTuuHa dipma  «[apHuus» 3a  agpecol: M Kuis, Byn.
Ceptudikatu signosigHocTti GMP Bcix Bopucninbcbka, 13; nidensia AB Ne598086; csigourso npo atecvalliio
AinbHULDb: ’ naGopatopiit BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. Ananis BUKOHaHUI 3rigHo: MKS N3 po peectpauiiiHoro nocsiguenHs NeUA/6542/01/01 sig 17.11.2017

Ne14286, 3i 3miHamu

Pesyabtatu aHanisy:

N¢ .. HalimeHyBaHHA NOKasHUKa Bumoru HopMaTUBHOI OKymeHTauil Pesynbrar ananisy

1 o Omume ’ Teepfi XefaTUHOBI Kancynu 3 TeMHO-YepBOHUM HENpPo3opuM Bignosigae
KOPMYyCOM i HENPO30POI0 KPULLIEYKOK TEMHO-Ciporo abo HopHoro
KOMbOpPY, WO MICTATb rpaHynu chepuuHoi popmn 8ig binoro fo
6inoro 3 KpeMyBaTO-pOXEBMM BITIHKOM KONbOpPY
2 inenTudiKauia A YO-cnekTp nornuHaHHA BUNPo6oByBaHOrO pO3UUHY, Bignosinae
: MPUroTOBaHOrO, AK 3a3HayeHo B po3gini "KinbkicHe BU3HaYeHHA
Metog II", B obnacti Big 260 Hm a0 350 HM MaE mMaTU MaKCMymin
NOrAMHAaHHA 3a [OBXUH XBUMb (276 £ 2) Hm | (305 £ 2) Hm Ta
MikiMyM 3a foBXUHY XBUNi ( 282 + 2) HM
3 laeHTudikauin B - Ha xpomaTtorpami BUNpo6OBYBAHOro Po3uvHy, ofiepXaHiil & posaini  Bianosigac
"CynpoBifHi GOMIlLKK", YaC yTPUMYBaHHS OCHOBHOTO Mika Ma€e
BiZNOBIAaTM Yacy yTPUMYBaHHSA Nika OMenpasony Ha XpoMaTorpami
PO3UMHY NopisHAHHS (a)

4 OpHOPINKHICTL 1030BaHUX OAKHULL  BianosigHo o sumor AQY, 2.9.40. ﬂpmﬁmansHe uucio Bianoeigae
. . AV 15,0 % . .
5 CynposigHi AoMiLIKN Homiwku C - e 6inbwe 0,2 % 0,0 %
6  Cynposighi %QNJWW; Bynb-AKoi gomiwky - He Ginbwe 0,5 % Bignosinae
e‘w l)‘/:?
N a,
7 Cynpﬁ‘éinHi NOMiLLIKM e Cyma fomiwok - He Ginbwe 2,0 % 0,0 %
> KopoTtkosa -
8 PosuunHenns DERH&KUCIOTHE, Bignosinae sumoram A0V, 2.9.3, Teeppai aososari popmu 3 Bignoeigae
crahina (eopriisHa - BITEPMIHOBAHVIM BUBINbHEHHAM ANA KNCIOTHOT CTaail
9 PosunnediH fHafal Alddnigogho Bignosinae sumoram J10Y, 2.9.3,Teepai fososaHi popmu 3 Bignosinae
chffagHa CONIFR BYdEpHa crapin BiITEPMIHOBAHIM BUBINbHEHHAM gns GydepHol cragii
2 ,’;?,)17 Y t;«\)"o
“aug ¥ e
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Mpoposxenns Ceprudikar akocti / Ceprudikar auanisy Ne 170000010343 m mimm”Immlml!mnIlm" !! I"

10 Mikpob6ionoriuHa yncrora
11 KijibKictie EM3HAYeHHA
12 YnakoBka

13 MapKyBaHHs

Kputepii NnpuitHATHOCTI: 3aranbHe YUcno aepobHUX
MmikpoopraHismie ~ 103 KYO/r, 3aranbte Yncno Jpikiprosux i
nniceresux rpubis - 102 KYO/r. BigcytHicTb Escherichia colis 1t
He meHuie 19 mri He 6inbwe 21 Mr omenpasony 8 Kancyni

BignosigHo ao MKA 113

BianoBigHO AC 3aTBEPMAKEHOrO TEKCTY MAPKyBaHHA

Bisnosinae *

20 mr/kanc
Bianoeinae

Bigriogigae

11. KomenTapi:

12. YmoBu 36epiranHa:

13. 2asBa npo ceprudikauiio:

*

MNepiognyticTs KoHTpomo B KoxHiln 10 cepii

niTel micui.

B opuriHanbHif ynakoswi npv Temnepatypi He ule 25°C. 36epiraTi B HeJOCTYNHOMY AN

Lium nigTeepaxyio, o Bci BUpobHUYi crapii ans Liiel cepii rotosoi NpoAyKuil 6y nposefieHi
B MOBHIl anosmHocn 3 BUMOI'GMU, BCTAHOBEHUMU B YUHHOMY KepIBHI/IllTBl no GMP, .

3aTBepﬂ>KeHOMy MIHICTepCT BOM O‘(OpOHI/I 3ﬂ0p0l3 A pralHM i 3 BMMOramu. peCCTpaLUMHOTO

ROCbE Kpale npusHayeHHA

Cepin go3soneHa fo peanisauii / BigsaHTaxeHHs 2 17.09.2024

Mib: Kopotkosa O.I'.

Mocapa: YrnosHoBaxeHa ocoba

MignucaHo enekTpoHHUM nignucom: 17.09.2024
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JoKymeHT nianucaHo y cepsici BuacHo (nouarok)
00481212_20240917_Certificate_170000010343.pdf
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JJ,oKymemninnucaHo'ycepeici BuacHo (nnopoBMeHNn) 5 e s . t
00481212_20240917_Certificate_170000010343.pdf

Homep poxymenTy: 170000010343

[lokymeHT BinpasneHo: 17:43 17.09.2024

BnacHuk pokyMeHty

EneKTpoHHWiA nignuc

17:43 17.09.2024

€4PMNOY/IMH: 00481212

tOp. Hasga: [TPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA NAPHULIA
cTapluuit iHcnekTop-ynoeHosaxeHa ocoba: KopoTkosa Okcana ['eopriigHa

Yac nepesipku KEM/ELM: 17:43 17.09.2024

Cratyc nepesipku cepTudikaty: CepTudikar gie

CepifiHuit HoMep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: KkBanihikosatui
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