Aapeca 02093, ™. Kuie, Byn. bopucninbcbka,
(+38044)566-68-78 [puitmanbHa
(+38044)207-73-41 Biggin KOHTPOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

IR)

CepTtudikar akocri / Ceprudikar aHanisy N2 170000020872

1. HalimeHyBaHHA npopyKuii:

(Ha3Bga, cuna ail/akTUBHICTB, Nikapcbka dopma Ta
pPo3Mip ynakosky (iBeHTUYHO [0 TeKCTy Ha

YNaKoBLi roToBOI NPOAYKLIT))

2. Homep cepil:

3. Poamip cepil:

4. KpaiHa-Bupo6HuK:

5. HalimeHyBaHHA KpaiHu / KpaiH npusHaYeHHA

AnA cepii:

6. Homep peecTpalifiHOro nocBig4eHHs:

7. NaTa Bupo6HuLTEa:

~ 8. [laTa 3aKiHYeHHA TepMiHy NpugaTHOCTI
(micaus i pik, nicna akoro J13 He 3aCTOCOBYETHCA):

9. Hasea, agpeca Ta HoMepu NilleHsii Bcix
AinbHULb BUPOBHULITBA | KOHTPOJIO AKOCTI;

Ceprudikaru signosighocti GMP Bcix
AinbHULG:

10. AHani3 BUKOHaHWiA 3rigHoO:

Pe3ynbraTu aHanisy:

EHANTANPUN-IAPHINLIA,
1 TabneTka mictutb eHananpuny maneaty10 mr; Tabnetku no 10 mr;

no 10 TabneTok y KOHTYPHIl YapyHKOBIl yNakoBLyi; No 3 KOHTYPHI 4apyHKOBI
YNaKoBKMW B Naulii 3 MapKyBaHHAM YKPaIHCHKOIO MOBOI

UA/9020/01/01

niueHsia AB

BUPOBNEHO, BKIOYAIOUM YNAKOBKY/MapKyBaHHA Ta KOHTPORb AkocTi Ha MpAT
«DapmaeBTnyHa

bopucninbcbKa,
nabopatopiit BKA N 128; ceptudikar GMP Ne 072/2023/GMP

afjpeco. M
CBifOUTBO nNpo aTtecTauito

MKS 113 po peectpauintoro nocaiguerna NeUA/9020/01/01 sin 23.10.2018
Ne1925, i3 3miHamu

Ne n.n.

HanmeHyBaHHA nokasHuka

Bumoru HopMmaTUBHOT AOKYMeHTauil

PesynbTar aHanisy

1

10

Onuc

lnenTudikadis A

lneHTndikauis B

OAHOPIAHICTL A030BaHUX OAUHNLL
Po3nanantna

CynpoBifHi gomilukn

Po34nHeHHA

Mikpobionoridia ducrora

o <

TabneTku 6inoro konbopy, NAockoLuniHapuUYHoT dopmu, 3 dackow

Ha xpomartorpamax BURPOGOBBAHOrO PO3UNHY Ta PO3UUHY
NOPIBHAHHA, oflepXaHunX y po3gini "KinbkicHe Bu3HayeHHA", yacu
YTPUMYBaHHA NiKiB eHananpuy Ta KUCNoTu maneiHosol BiiNoBiaHO,
NOBUWHHI cniBnagaTth

KonbopoBa peakuis 3 eidpokcunamitom 2idpoxnopudom P, kanito
eidpokcudom P i 3aniza (I} xnopudy posyutiom P1

Bignoeigae Bumoram [dY, 2.9.40

He 6inbwe 15 xB

Cyma pomilok - He Ginbwe 4,0 %

Bignogipae sumoram [10Y, 2.9.3 npu Q = 80 % 3a 30 x8

B 1 r npenapaty f4oNycKaeTbCA HasBHICTb He Ginbwe 1000 KYO
aepobHux mikpoopraHiamis i 100 KYO apixpKoBux i nniceHesmx
rpubis. He gonyckaeTbea HaagHicTb y 1 1 Escherichia coli

He meHwe 9,5 mr i He 6inbwe 10,5 Mr erananpuny maneaty B
TabneTui, y nepepaxyHKy Ha cepefHio Macy TabneTku

BinnosigHo go MKA 113

BianosigHO 40 3aTBEPAXKEHOrO TEKCTY MapKyBaHHA

Bignosinae

Bianosinae

Binnosinae
Bignoeigae
2 xs.

0,2 %
Binnosigac

Binnogipae *

9,7 mr/tab
Binnogipae

Binnosinae

by au. v

&
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11. KomenTapi: *NepiognuHICTb KOHTPOMIO B KOXHIN 10 cepil
12. YmoBwu 36epiraHHs: B opurikanbHiin ynakosLi npu Temnepatypi He Buie 25°C. 36epiratiu B HeAOCTYyNHOMY ANng
niTen micu.

13. 3anaBa npo ceprudikauito: Lium nigrsepaxyto, Wo BCi BUpobHUYi cTagii ans wiel cepii rotosoi npogyKuii dynu nposepeti
8 NOBHIl BIANOBIAHOCTI 3 BUMOramu, BCTAHOB/IEHUMU B YMHHOMY KepisHuuTei no GMP,
3areepaKeHomy MiHICTePCTBOM OXOPOHU 3A0POB'A YKpaiHu, | 3 BUMOraMu peecTpauintoro
[IOCbE KpaiHW NpU3HaYeHHA

Cepia no3BoneHa go peanisauii / BigBanTaxenHs 3 20.05.2025

3aTBepaxyto

Mib: Kopotkosa O.I'.

Mocapa: YnosHoBaXeHa ocoba

NianucaHo enekTpoHHUM nignucom: 20.05.2025 16:43

DokyMeHT nignucaHo y cepsici BuacHo (novyaTok)
00481212_20250520_Certificate_170000020872.pdf

Crop. 232



[lokymeHT nignucaHo y cepsici BuacHo (Npo/i0BKeHHS)
00481212_20250520_Certificate_170000020872.pdf
Homep gokymenTy: 170000020872

HokyMeHT BignpasneHo: 16:44 20.05.2025
BiAnpagHUK JOKYMEHTY

EnexkTpoHHUl nignuc

16:44 20.05.2025

eIPMOY/IMH: 00481212

IOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA OIPMA [JAPHULIA
cTapLUnit iHCcneKTop-ynoBHOBaXeHa ocoba: KopoTkoea OkcaHa NeopriiBHa

Yac nepesipku KETMN/ELM: 16:44 20.05.2025

CtaTyc nepeBipky cepTudikaty: CeptudikaT gie

Cepiithnii Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanidikoBaHui

Tun ceptudikaTy: KBanigikoBaHUi
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[lokymeHT nignucaHo y cepsici BuacHo (Npo/i0BKeHHS)
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Homep gokymenTy: 170000020872

HokyMeHT BignpasneHo: 16:44 20.05.2025
BiAnpagHUK JOKYMEHTY

EnexkTpoHHUl nignuc

16:44 20.05.2025

eIPMOY/IMH: 00481212

IOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA OIPMA [JAPHULIA
cTapLUnit iHCcneKTop-ynoBHOBaXeHa ocoba: KopoTkoea OkcaHa NeopriiBHa

Yac nepesipku KETMN/ELM: 16:44 20.05.2025

CtaTyc nepeBipky cepTudikaty: CeptudikaT gie

Cepiithnii Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanidikoBaHui

Tun ceptudikaTy: KBanigikoBaHUi







Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

(I

N
CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
3. Pozmip cepii: 39,472 TN
4. KpaiHa-Bupo6HuK: YKpaina b
i
5. HalimenyBaHHA KpaiHn / KpaiH npu3sHaveHHs YKpaiHa :
Anga cepit:
6. Homep peecrpauitiHoro nocsiguenHs: UA/9020/01/01
7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
10. AHanis BuKoHaHwMIt 3rigHO; MKA N3 no peectpauiitioro nocsigueHHs NeUA/9020/01/01 gig 23.10.2018
Ne1925, iz smiHamu
PesynbTaTu aHanisy: B
Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
9 Kmbméwe BU3HAYEHHA “ He menwe 9,5 mr i e Ginbwe 10,5 Mr eHananpuny maneaty B 9,9 mr/tab
,3 - Koporkoga - TabneTui, y nepepaxyHKy Ha cepeaHio macy Tabnerku
10 Ynakoska OKCama s Bignosiato go MKA N3 Bianosigae
- eopriiBra e
11 MapKysafh%imey/m% - BiANoBiAHO 10 3aTBEPMKEHOrO TEKCTY MapKyBaHHA Bignosigae
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11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba

iaNUCaHO eNeKTPOHHUM MIANUCOM: 20.05.2025 16:49
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HokymeHT nignucano y cepsici BuacHo (npofoBXeHHs)
00481212_20250520_Certificate_170000020873.pdf
Homep fokymeHTy: 170000020873

[okymeHT BignpasneHo: 16:51 20.05.2025
BignpaBHUK fOKYMeHTY

EnekrpoHHuit nignuc

16:51 20.05.2025

€4PMOY/IMNH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULS
CTapLUUi iHCTIeKTop-ynoBHOBaXeHa ocoba: KopoTkosa OkcaHa eopriieHa

Yac nepesipku KEM/ELM: 16:51 20.05.2025

Cratyc nepesipku ceptudikaty: CepTudikar gie

Cepiltnuil Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanipikoBaHUM

Tun ceptudikaty: kBanidpikosaHuit
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Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

(I

N
CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
3. Pozmip cepii: 39,472 TN
4. KpaiHa-Bupo6HuK: YKpaina b
i
5. HalimenyBaHHA KpaiHn / KpaiH npu3sHaveHHs YKpaiHa :
Anga cepit:
6. Homep peecrpauitiHoro nocsiguenHs: UA/9020/01/01
7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
10. AHanis BuKoHaHwMIt 3rigHO; MKA N3 no peectpauiitioro nocsigueHHs NeUA/9020/01/01 gig 23.10.2018
Ne1925, iz smiHamu
PesynbTaTu aHanisy: B
Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
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11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba
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Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy
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CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
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4. KpaiHa-Bupo6HuK: YKpaina b
i
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7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
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Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
9 Kmbméwe BU3HAYEHHA “ He menwe 9,5 mr i e Ginbwe 10,5 Mr eHananpuny maneaty B 9,9 mr/tab
,3 - Koporkoga - TabneTui, y nepepaxyHKy Ha cepeaHio macy Tabnerku
10 Ynakoska OKCama s Bignosiato go MKA N3 Bianosigae
- eopriiBra e
11 MapKysafh%imey/m% - BiANoBiAHO 10 3aTBEPMKEHOrO TEKCTY MapKyBaHHA Bignosigae
T 00481212 O o
% s
R L8
Fang 5 B
Crop. 132
/) , 7 4/ /
b . Vg0 bY ILOC A #



MponossxenHs Ceprudikar axocri/ Ceprudikar aHanizy N 170000020873 m '"m"”I”I”mmmmmm\I""m

11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba

iaNUCaHO eNeKTPOHHUM MIANUCOM: 20.05.2025 16:49

bl

i
:"‘?OHH we
S A
R Kopotxona (»i
::: l"eopriBra :;
- gApnoy/iAne
= " 04812172 Ny
2, OoaBiatz o DoKymeHT nignucao y cepsici BuyacHo (nouyaTokK)
"?"%C A 00481212_20250520_Certificate_170000020873.pdf

I 5 % oY

Crop. 232



HokymeHT nignucano y cepsici BuacHo (npofoBXeHHs)
00481212_20250520_Certificate_170000020873.pdf
Homep fokymeHTy: 170000020873

[okymeHT BignpasneHo: 16:51 20.05.2025
BignpaBHUK fOKYMeHTY

EnekrpoHHuit nignuc

16:51 20.05.2025

€4PMOY/IMNH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULS
CTapLUUi iHCTIeKTop-ynoBHOBaXeHa ocoba: KopoTkosa OkcaHa eopriieHa

Yac nepesipku KEM/ELM: 16:51 20.05.2025

Cratyc nepesipku ceptudikaty: CepTudikar gie

Cepiltnuil Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanipikoBaHUM

Tun ceptudikaty: kBanidpikosaHuit

€8

T

R






Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

(I

N
CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
3. Pozmip cepii: 39,472 TN
4. KpaiHa-Bupo6HuK: YKpaina b
i
5. HalimenyBaHHA KpaiHn / KpaiH npu3sHaveHHs YKpaiHa :
Anga cepit:
6. Homep peecrpauitiHoro nocsiguenHs: UA/9020/01/01
7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
10. AHanis BuKoHaHwMIt 3rigHO; MKA N3 no peectpauiitioro nocsigueHHs NeUA/9020/01/01 gig 23.10.2018
Ne1925, iz smiHamu
PesynbTaTu aHanisy: B
Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
9 Kmbméwe BU3HAYEHHA “ He menwe 9,5 mr i e Ginbwe 10,5 Mr eHananpuny maneaty B 9,9 mr/tab
,3 - Koporkoga - TabneTui, y nepepaxyHKy Ha cepeaHio macy Tabnerku
10 Ynakoska OKCama s Bignosiato go MKA N3 Bianosigae
- eopriiBra e
11 MapKysafh%imey/m% - BiANoBiAHO 10 3aTBEPMKEHOrO TEKCTY MapKyBaHHA Bignosigae
T 00481212 O o
% s
R L8
Fang 5 B
Crop. 132
/) , 7 4/ /
b . Vg0 bY ILOC A #



MponossxenHs Ceprudikar axocri/ Ceprudikar aHanizy N 170000020873 m '"m"”I”I”mmmmmm\I""m

11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba

iaNUCaHO eNeKTPOHHUM MIANUCOM: 20.05.2025 16:49

bl

i
:"‘?OHH we
S A
R Kopotxona (»i
::: l"eopriBra :;
- gApnoy/iAne
= " 04812172 Ny
2, OoaBiatz o DoKymeHT nignucao y cepsici BuyacHo (nouyaTokK)
"?"%C A 00481212_20250520_Certificate_170000020873.pdf

I 5 % oY

Crop. 232



HokymeHT nignucano y cepsici BuacHo (npofoBXeHHs)
00481212_20250520_Certificate_170000020873.pdf
Homep fokymeHTy: 170000020873

[okymeHT BignpasneHo: 16:51 20.05.2025
BignpaBHUK fOKYMeHTY

EnekrpoHHuit nignuc

16:51 20.05.2025

€4PMOY/IMNH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULS
CTapLUUi iHCTIeKTop-ynoBHOBaXeHa ocoba: KopoTkosa OkcaHa eopriieHa

Yac nepesipku KEM/ELM: 16:51 20.05.2025

Cratyc nepesipku ceptudikaty: CepTudikar gie

Cepiltnuil Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanipikoBaHUM

Tun ceptudikaty: kBanidpikosaHuit

€8

T

R






Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

(I

N
CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
3. Pozmip cepii: 39,472 TN
4. KpaiHa-Bupo6HuK: YKpaina b
i
5. HalimenyBaHHA KpaiHn / KpaiH npu3sHaveHHs YKpaiHa :
Anga cepit:
6. Homep peecrpauitiHoro nocsiguenHs: UA/9020/01/01
7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
10. AHanis BuKoHaHwMIt 3rigHO; MKA N3 no peectpauiitioro nocsigueHHs NeUA/9020/01/01 gig 23.10.2018
Ne1925, iz smiHamu
PesynbTaTu aHanisy: B
Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
9 Kmbméwe BU3HAYEHHA “ He menwe 9,5 mr i e Ginbwe 10,5 Mr eHananpuny maneaty B 9,9 mr/tab
,3 - Koporkoga - TabneTui, y nepepaxyHKy Ha cepeaHio macy Tabnerku
10 Ynakoska OKCama s Bignosiato go MKA N3 Bianosigae
- eopriiBra e
11 MapKysafh%imey/m% - BiANoBiAHO 10 3aTBEPMKEHOrO TEKCTY MapKyBaHHA Bignosigae
T 00481212 O o
% s
R L8
Fang 5 B
Crop. 132
/) , 7 4/ /
b . Vg0 bY ILOC A #



MponossxenHs Ceprudikar axocri/ Ceprudikar aHanizy N 170000020873 m '"m"”I”I”mmmmmm\I""m

11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba

iaNUCaHO eNeKTPOHHUM MIANUCOM: 20.05.2025 16:49

bl

i
:"‘?OHH we
S A
R Kopotxona (»i
::: l"eopriBra :;
- gApnoy/iAne
= " 04812172 Ny
2, OoaBiatz o DoKymeHT nignucao y cepsici BuyacHo (nouyaTokK)
"?"%C A 00481212_20250520_Certificate_170000020873.pdf

I 5 % oY

Crop. 232



HokymeHT nignucano y cepsici BuacHo (npofoBXeHHs)
00481212_20250520_Certificate_170000020873.pdf
Homep fokymeHTy: 170000020873

[okymeHT BignpasneHo: 16:51 20.05.2025
BignpaBHUK fOKYMeHTY

EnekrpoHHuit nignuc

16:51 20.05.2025

€4PMOY/IMNH: 00481212

tOp. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULS
CTapLUUi iHCTIeKTop-ynoBHOBaXeHa ocoba: KopoTkosa OkcaHa eopriieHa

Yac nepesipku KEM/ELM: 16:51 20.05.2025

Cratyc nepesipku ceptudikaty: CepTudikar gie

Cepiltnuil Homep: 2DBD5940D955E12A040000009715000080320D00

Tun nignucy: keanipikoBaHUM

Tun ceptudikaty: kBanidpikosaHuit

€8

T

R






Appeca 02093, M. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73~41 Bingin KOHTPOMO AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 sKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

(I

N
CepTtudikar sakocri / Ceptudikar ananisy Ne 170000020873 ‘
1. HalimeHyBaHHA npogyxuii: EHANAMPUN-OAPHULA,
(Ha3Ba, cuna giilakTMBHiCTD, nikapcbka popma Ta 1 TabneTka MicTUTL eHananpuny maneaty10 mr; Tabnetkn no 10 mr;
PO3MIP YNaKoBKM (ineHTUYHO O TeKCTy Ha no 10 TabneTok y KOHTYpHIl YapyHKOBIil ynakosLi; no 3 KOHTYPHI YapyHKOBI
YMakoBUi roTosoi Npoaykuii)) YMaKOBKM B MNadyui 3 MapKyBaHHAM YKPaTHCbKOKO MOBOI
2. Homep cepii: PF80525
3. Pozmip cepii: 39,472 TN
4. KpaiHa-Bupo6HuK: YKpaina b
i
5. HalimenyBaHHA KpaiHn / KpaiH npu3sHaveHHs YKpaiHa :
Anga cepit:
6. Homep peecrpauitiHoro nocsiguenHs: UA/9020/01/01
7. Data Bupo6HuyTBa: 05.2025 =
8. fara sakiH4YeHHA TepMiHy npugaTHOCTI 05.2027
(Micaup i pik, nicns akoro 13 He 3acTocoByeTbCA):
9. Hasea, agpeca Ta Homepu niyeHzin Beix BUPOGNEHo, BKNOYaKUL YNaKoBKy/MapKyBaHHA Ta KOHTpOSb AKocTi Ha MpAT
AiNbHULB BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTyHa  dipma  «fapHuua»  3a agpecot: ™M KwuiB, Byn.
Ceprudikaru BignosigHocti GMP Bcix bopucninbcoka, 13; niuensis AB Ne598086; csinoutso npo arecratiito
AinbHULDB: nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP
10. AHanis BuKoHaHwMIt 3rigHO; MKA N3 no peectpauiitioro nocsigueHHs NeUA/9020/01/01 gig 23.10.2018
Ne1925, iz smiHamu
PesynbTaTu aHanisy: B
Ne n.n.  HaliMmeHyBaHHA noKasHuKa Bumoru HopmaTusHoi foKymeHTaLil Pesynbrar aHnanisy
1 Onuc Tabnetku 6inoro Konbopy, NIOCKOLMNIHAPUYHOT GopMU, 3 dackoto  Bignosigae
Ta prUcKoio
2 lneHTuikayia A Ha xpomaTorpamax BUNpo6GoBBaHOr0 PO3UMHY Ta pO34UHY Binnosipae
NOPIBHAHHA, ogepXaHuX y po3gini "KinbkicHe s13HaueHHs", yacu
YTPUMYBaHHs MiKiB eHananpuny Ta KUCI0TH MaieiHoBOT BifMOBIGHO, <
NOBUHHI cniBnaaatu ™ i
3 lneHTudikauisa B Konboposa peaklin 3 eidpokcunamivom zidpoxnopudom P, kanio Bignosigae
2i0poxcudom P i saniza (I1l) xnopudy posuurom P1
4 OaHopiaHicTe fo3oBaHuX oguHULL  Bignosigae BuMoram ooy, 2.9.40 Bignosinae
5 PosnapaHus He 6inbwe 15 xs 2 xg.
6 CynposigHi aomilwku Cyma AoMmilwoK - He binble 4,0 % 02%
7 Po3uynHeHHs Bianosigae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xs Bignosigae
8 Mikpo6ionoriyHa Yncrota B 1 r npenapaty fornyckaeTbea HasBHiCTL He Ginblie 1000 KYO Binnosinae * v
ETLRLEE N aepobHux mikpoopratizmie i 100 KYO apixmKkoBux i naiceHesmx s
o 7 s rpubis. He gonyckaerben HassHictb y 1 1 Escherichia coli
9 Kmbméwe BU3HAYEHHA “ He menwe 9,5 mr i e Ginbwe 10,5 Mr eHananpuny maneaty B 9,9 mr/tab
,3 - Koporkoga - TabneTui, y nepepaxyHKy Ha cepeaHio macy Tabnerku
10 Ynakoska OKCama s Bignosiato go MKA N3 Bianosigae
- eopriiBra e
11 MapKysafh%imey/m% - BiANoBiAHO 10 3aTBEPMKEHOrO TEKCTY MapKyBaHHA Bignosigae
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MponossxenHs Ceprudikar axocri/ Ceprudikar aHanizy N 170000020873 m '"m"”I”I”mmmmmm\I""m

11. KomeHTapi: *Mepioguunicts KoHTPoso B KoxHil 10 cepii

12. Ymogu 36epiraHHs: B opuriHanbHiil ynakosLi npu Temnepatypi He suiye 25°C. 36epirati B HEAOCTYMHOMY AnA
aiten micui.

13. 3asea npo ceprudikauito: Lum nigreepaxyio, Wo BCi BUpO6HUYI cTagii Ana uiel cepii rotosol npoayKuii 6ynn nposegeHi
B MOBHIi1 BiAMNOBIAHOCTI 3 BUMOramMu, BCTAaHOBEHUMI B YNHHOMY kepisHuuTei no GMP,
3aTeeppKeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOTamn peecTpauiiiHoro
AOCbE KpaiHn npusHadyeHHA

Cepis fo3BoneHa Ao peanizauii / BiABaHTaXeHHS 3 20.05.2025

3aTBeppXKyo

MB: Kopotkosa O.I.

Mocaga: YnosHoBaxeHa ocoba

iaNUCaHO eNeKTPOHHUM MIANUCOM: 20.05.2025 16:49
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(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKoCTi
(+38044)207-73~-27 YnosHoBaxeHa ocoba 3 dapmaxoHarnagy

Agpeca 02093, m. KuiB, Byn. bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 [puiimanbHa
(+38044)207-73-41 Biagin KOHTPOMIO AKOCT

Ceptudikar akocti / Ceptndikar aHanisy Ne 170000015957

1. HaiimeHyBaHHA npoayKuil: EHANAMNPUNT-[APHUUA,

(Ha3Ba, cuna giifakTMBHICTL, Nikapcbka Gpopma Ta 1 TabneTka mictuTb eHananpuny maneaty10 mr; tabnetku no 10 wr;

PO3MIp YNakoBKK (ifeHTUYHO A0 TEKCTy Ha no 10 TabneTok y KOHTYpPHIl YapyHKOBIl YNakoBL; N0 3 KOHTYPHI YapyHKOBI
ynakosui rotosoi npoayKuii)) yMaKoBKU B MNaulyi 3 MapKyBaHHAM YKpaiHCbKO MOBOO

2. Homep cepii: PF20125

3. Po3mip cepii: 39,571 Tyn

4. KpaiHa-BUpPOBHUK: YKpaiHa

5. HaiimeHyBaHHs KpaiHu / KpaiH npusHaYeHHsa YKpaiHa

ans cepili:

6. Homep peecrpauiiHoro nocBigyeHHs: UA/9020/01/01

7. aTa BUpoGHULTBA: 01.2025

8. laTa 3aKkiHYeHHA TepMiHy NpugaTHOCTI 01.2027

(micaup i pik, nicns akoro J13 He 3aCTOCOBYETLCA):

9. Hassa, agpeca Ta Homepw nileHsiil BciX BUPOBNEHO, BKMIOUaKOUM YMAaKoBKy/MapKyBaHHS Ta KOHTPONb AKOCTI Ha MMpAT
AiNbHULb BUPOGHULITBA | KOHTPOJIIO AKOCTI; «QapmauestuuHa  dipma  «[apHuua»  3a  agpecot. M Kwis, By”.
Ceprudikatn BignosigHocti GMP Bcix Bopucninbcbka, 13; nigeHsia AB Ne598086; ceigoutso npo atecralito
JinbHULB: nabopatopiit BKA N2 128; ceprudikatr GMP Ne 072/2023/GMP

10. AHanis BUKOHaHWUN 3ripHoO: MKS N3 go peecrpauiiiioro nocsiguerna NeUA/9020/01/01 sig 23.10.2018

Ne1925, i3 3miHamun

PesynbraTtu aHanisy:

Ne n.n. HalimeHyBaHHA NOKasHMUKa Bunmoru HopmaTusHol AOKyMeHTauii PesynbTar aHanisy
1 Onuc TabneTku 6inoro Kobopy, NAOCKOUUAIHAPUUHOL popmu, 3 dackolo  Bignosifnae

Ta pUcKoio
2 laeHTUdiKaLin A Ha xpomartorpamax BUNpoBoBBaHOrO PO3UMHY Ta PO3UUHY Binnosipae

NOPIBHAHHA, ofep)aHux y po3aini "KinbKicHe BU3HaueHHs", yacu
YTPUMYBaHHS MiKIB eHananpuny Ta KUCNoTy ManeiHoBol BifNoBIAHO,
MOBWHHI cniBnagat1

3 lnenTudikauin B KonbopoBa peaktis 3 2idpokcunamivom 2idpoxnopudom P, kaniwo Bianosinae
zidpokcudom P i 3aniza (I1l) xnopudy pozdurom P1

4 OpHopigHicTh no30BaHUX opuHuLs  Bignosigae sumoram JOY, 2.9.40 Bignosigae

5 Po3napaHHs He 6inbe 15 xs 3 xB.

6 CynposigHi AoMitLKM Cyma pomiwok - He 6inbwe 4,0 % 01%

7 Po3yuHeHHs Bignosinae sumoram 40OY, 2.9.3 npu Q = 80 % 3a 30 x8 Bianosinae

8 MikpobionoriuHa uncroTa B 1 r npenapaty AONYCKAETbCA HasBHICTb He Ginbwe 1000 KYO Bignosifae

aepobHux MikpoopraHismia i 100 KYO gpixpxosux i nniceHesnx
rpubis. He nonyckaetbes HassHicTb y 1 r Escherichia coli

9 KinbKicHe BU3Ha4YeHHA He meHwe 9,5 mr i He 6inbwe 10,5 mr enananpuny maneary B 9,6 mr/tab
TabneTii, y NnepepaxyHKy Ha Cepefikio Macy TabneTku

10 YriakoBka BignosigHo ao MKA 13 Bignosinae

11 MapkyBaHHA BignoBigHoO A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHA Binnosigae
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Npopoexenus Ceprudikat akocri / Ceprudikar awanizy Ne 170000015957 m ’I"mmIllm“u”""mmm""| m

11. KomeHTapi: Be3 KomeHTapis
12. YmoBu 36epiraHna: B opuriHanbHii ynakoBui npy Temnepatypi He Bulle 25°C. 36epirati B HeAOCTYNHOMY fANA
aiten micui.

13. 3asBa npo ceprudikauito: LM nigreepaxyto, Wo Bci BUpobHUYi cTafii Ans uiel cepii rotosoi npoaykuii 6ynu nposeaeHi
B MOBHili BIANOBIAHOCTI 3 BUMOramu, BCTAHOBIEHUMU B UMHHOMY KepiBHWUTBI no GMP,
3aTBEpAKEHOMY MiHICTEPCTBOM OXOPOHW 3[0POB’A YKpaiHu, i 3 BUMOramy peecTpauiiioro
OCbe KpaTHu NpusHayeHHs

Cepis pozBonexa po peanisauii / BigBaHTaxenua 3 03.02.2025

3aTBepaXyto

MIB: HazapeHko M.B.

MNocasa: YnosHoBaxeHa ocoba

Nignucaxo enekTpoHHum nignucom: 03.02.2025 15:28

DlokyMeHT nignucato y cepiici BuacHo (novatok)
00481212_20250203_Certificate_170000015957.pdf

Crop. 232



JloKyMeHT nignucaHo y cepsici ByacHo (NpoAoBXKeHHs)
00481212_20250203_Certificate_170000015957.pdf

Homep fokymeHTy: 170000015957

BianpaBHUK JOKYMEHTY






(+38044)207-73-41 Bigain KoHTpONiO fAKOCTI

Agpeca 02093, ™. Kuig, Byn. Bopucninbcbka, 13
Tem. /Gakc: (+38044) 566-68-T8 Mpwiwaona “‘“‘“ “ ‘N\\\\“

(+38044)207-73~-04 YnoBHOBaXeH3 ocoba 3 AKocTi
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar skocti / CepTtudikar ananizy Ne 170000020871

1. HaiimeHyBaHHs NpoayKuii:

(Ha3Ba, cuna Aii/akTMBHICTb, Nikapcbka dopma Ta
PO3MIp YNaKoBKM (IeHTUYHO A0 TEKCTY Ha
ynaKoBLi roToBoi NPOAYKLUii))

2. Homep cepii:
3. Po3mip cepii:
4. KpaiHa-BUPOOHUK:

5. HalimeHyBaHHs Kpaitm / KpaiH npu3sHaYeHHA
ana cepii:

6. Homep peecTpauiiiHoro nocsigHveHHsA:

7. Bata Bupo6GHMUTBA:
8. laTa 3aKiHUeHHA TepMiHy ApUAATHOCTI
(micaub i pik, nicna AKOTO /13 He 3aCTOCOBYETHCA):

9. HasBa, agpeca Ta Homepu niyeHsii Bcix
BinbHULL BUPOOGHUUTBA i KOHTpONIO AKOCTI;
Ceptudikatu signoeigHocti GMP Bcix
AinbHUUb:

10. AHanis BUKOHaHWIA 3rigHo!

PesynbTaTu aHanisy:

EHANANPWN-OAPHALA,

1 TabneTka MicTUTb eHananpuny maneaty10 mr; Tabnetkm no 10 mr;

no 10 TabRETOK Y KOHTYPHIl YapyHKOBIN ynaKoBui; N0 3 KOHTYPHi YapyHKOBI
yNaKoBKi B NayLli 3 MapKyBaHHAM YKpaiHCbKOK MOBOIO

PF60525
39,516 TYI
YKpaiHa

YKpaiHa

UA/9020/01/01

05.2025
05.2027

BUpobNeHo, BKIOUaK4X yMakoBKy/MapKyBaHHA Ta KOHTPO/b akocti Ha MpAT
«QDapmalieBTnYHa dpipma  «[apHuua» 32 afpecoto. M Kuis, BYyn.
BopucninbcbKa, 13; niuensia AB Ne598086; ceigouTBo ApoO arecTauito
na6oparopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MK$! 113 o peecTpalliiiHoro nocsifyeHHs NeUA/9020/01/01 sig 23.10.2018
Ne1925, i3 3miHaMu

Ne n.n. HallmeHyBaHHs NoKa3HUKa Bymoru HOpMaTUBHOI foKymeHTauil PesynbTat aHanisy
1 Onuc TaBReTkA GINOro KOAbOPY, MNIOCKOUMNIHAPUUHOT dbopmu, 3 packoio Bignosipa€

Ta PUCKOIO
2 InenTudikalis A Ha xpomarorpamax BUNPOGOBBAHOTO PO3UUHY Ta PO3UUHY Bignosipae

NOPIBHAHHA, OfePXaHux y pozgini "KinbkicHe BU3HAYEHHA", Yyacu
yTpUMYBaHHA MiKiB eHananpuy Ta KWCNOTW ManeiHoBol BigNOBIAHO,
NoBWHHI criBnagaTtu

3 laenTudikaLia B KonbopoBa peakuis 3 2idpokcunamiHom 2idpoxnopudom P, kasniio Bignosipa€
zidpokcudom P i 3aniza (1) xnopudy posdurom P1

4 OgHOPIAHICTL 4030BaHNX OAVHULD Bipnosinae sumoram AdY, 2.9.40 Bignoeigae

5 Po3nagaHHsa He 6inbwe 15 x8 2 X8B.

6 CynpoBigHi AOMILLKK CyMma [OMIlLOK ~ He Binblle 4,0 % 0,2 %

7 Po3unHeHHs Bignosinae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xB Bianoeipae

8 MikpobionoriuHa Yncrora B 1 r npenapaty [ONYCKAETbCA HARBHICTb He Ginbwe 1000 KYO Bianosigae *

A ¥ S
PRTRE E

2epOBHIX MIKPOOPTaHi3MiB i 100 KYO apixaxosux i niliceHeBnx
rpubiB. He AOMYCKaeTbCsA HAABHICTD Y 1 1 Escherichia coli

9 He meHwe 9,5 mr i He 6inble 10,5 Mr eHananpwiy maneary B 9,6 mritab
TabneTui, y nepepaxyHKy Ha cepeaHto macy TabneTku

10 YriakoBka BignosigHo go MKA N3 BianoBigae

1 Ma‘ﬁyysaﬁ‘ ~ BiANOBIAHO [0 3aTBEPAKEHOTO TEKCTY MAPKyBaHHA Bignosigae

Crop. 132
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MpoposxeHHA CepTudikar akocti / Ceprudikar ananizy N2 170000020871 |H ’"“Il“l“llmuI"I“I“““Imu“l"

11. KomeHTapi: * MepioguuHicTb KOHTPOio B KoXHIl 10 cepil
12. YmoBu 36epiraHHA: B opuriHanbHilt ynakoBLi Npu TemnepaTtypi He Bulue 25°C. 36epirati B HEAOCTYNHOMY [N
piten micdi.

13. 3asBa npo ceprudikauito:  Lum NiaTBEPAXYIO, WO BCI BUPOBHWYT CTafil AnA uiel cepii rotosoi NpogyKuii 6ynn nposefeni
B MOBHIY BiANOBIAHOCTI 3 BUMOramu, BCTaHOBINEHVIMU B YMHHOMY KepiBHULTBI Mo GMP,
3atBepmKeHomy MiHiCTepCTBOM OXOPOHW 300poB'A YKpaiku, i 3 BUMoramu peecTpatifnHoro
[IOCbE KpaiHu Npu3HadeHHn

Cepisa po3BoneHa o peanisauii / BigBaHTaXKeHHA 3 20.05.2025

3aTBepaXyio

MiB: Kopotkosa O.T.

Mocapa: YnosHosaxeHa ocoba

MipAYcaHo eneKTPOHHUM NifNVCoM: 20.05.2025 16:29

JloKyMeHT nignucaHo y cepgici BuacHo (nouaToK)
00481212_20250520_Certificate_1 70000020871.pdf

Crop.232



JlokyMeHT nignucaHo y cepsici BuacHo (NpoiOBYKEeHHSA)
00481212_20250520_Certificate_170000020871.pdf
Homep gokymenTy: 170000020871

[okymeHT BignpasneHo: 16:3120.05.2025

BignpaBHUK JOKYMEHTY

EnexTpOHHUIA nignuc

16:31 20.05.2025

€1PTOY/IMNH: 00481212

lOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®IPMA JAPHULIA
cTapLunit iHcnexkTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa MeopriiBHa

Yac nepesipku KEM/ELIM: 16:31 20.05.2025

CraTyc nepesipku cepTudikaty: CepTudikar aie

CepitHuit Homep: 2DBD5940D955E12A040000009715000080320D000

Tun nignucy: KkeanidikosaHUN

Tun cepTudikaty: KeanidpikosaHui



(+38044)207-73-41 Bigain KoHTpONiO fAKOCTI

Agpeca 02093, ™. Kuig, Byn. Bopucninbcbka, 13
Tem. /Gakc: (+38044) 566-68-T8 Mpwiwaona “‘“‘“ “ ‘N\\\\“

(+38044)207-73~-04 YnoBHOBaXeH3 ocoba 3 AKocTi
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar skocti / CepTtudikar ananizy Ne 170000020871

1. HaiimeHyBaHHs NpoayKuii:

(Ha3Ba, cuna Aii/akTMBHICTb, Nikapcbka dopma Ta
PO3MIp YNaKoBKM (IeHTUYHO A0 TEKCTY Ha
ynaKoBLi roToBoi NPOAYKLUii))

2. Homep cepii:
3. Po3mip cepii:
4. KpaiHa-BUPOOHUK:

5. HalimeHyBaHHs Kpaitm / KpaiH npu3sHaYeHHA
ana cepii:

6. Homep peecTpauiiiHoro nocsigHveHHsA:

7. Bata Bupo6GHMUTBA:
8. laTa 3aKiHUeHHA TepMiHy ApUAATHOCTI
(micaub i pik, nicna AKOTO /13 He 3aCTOCOBYETHCA):

9. HasBa, agpeca Ta Homepu niyeHsii Bcix
BinbHULL BUPOOGHUUTBA i KOHTpONIO AKOCTI;
Ceptudikatu signoeigHocti GMP Bcix
AinbHUUb:

10. AHanis BUKOHaHWIA 3rigHo!

PesynbTaTu aHanisy:

EHANANPWN-OAPHALA,

1 TabneTka MicTUTb eHananpuny maneaty10 mr; Tabnetkm no 10 mr;

no 10 TabRETOK Y KOHTYPHIl YapyHKOBIN ynaKoBui; N0 3 KOHTYPHi YapyHKOBI
yNaKoBKi B NayLli 3 MapKyBaHHAM YKpaiHCbKOK MOBOIO

PF60525
39,516 TYI
YKpaiHa

YKpaiHa

UA/9020/01/01

05.2025
05.2027

BUpobNeHo, BKIOUaK4X yMakoBKy/MapKyBaHHA Ta KOHTPO/b akocti Ha MpAT
«QDapmalieBTnYHa dpipma  «[apHuua» 32 afpecoto. M Kuis, BYyn.
BopucninbcbKa, 13; niuensia AB Ne598086; ceigouTBo ApoO arecTauito
na6oparopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MK$! 113 o peecTpalliiiHoro nocsifyeHHs NeUA/9020/01/01 sig 23.10.2018
Ne1925, i3 3miHaMu

Ne n.n. HallmeHyBaHHs NoKa3HUKa Bymoru HOpMaTUBHOI foKymeHTauil PesynbTat aHanisy
1 Onuc TaBReTkA GINOro KOAbOPY, MNIOCKOUMNIHAPUUHOT dbopmu, 3 packoio Bignosipa€

Ta PUCKOIO
2 InenTudikalis A Ha xpomarorpamax BUNPOGOBBAHOTO PO3UUHY Ta PO3UUHY Bignosipae

NOPIBHAHHA, OfePXaHux y pozgini "KinbkicHe BU3HAYEHHA", Yyacu
yTpUMYBaHHA MiKiB eHananpuy Ta KWCNOTW ManeiHoBol BigNOBIAHO,
NoBWHHI criBnagaTtu

3 laenTudikaLia B KonbopoBa peakuis 3 2idpokcunamiHom 2idpoxnopudom P, kasniio Bignosipa€
zidpokcudom P i 3aniza (1) xnopudy posdurom P1

4 OgHOPIAHICTL 4030BaHNX OAVHULD Bipnosinae sumoram AdY, 2.9.40 Bignoeigae

5 Po3nagaHHsa He 6inbwe 15 x8 2 X8B.

6 CynpoBigHi AOMILLKK CyMma [OMIlLOK ~ He Binblle 4,0 % 0,2 %

7 Po3unHeHHs Bignosinae sumoram AOY, 2.9.3 npu Q = 80 % 3a 30 xB Bianoeipae

8 MikpobionoriuHa Yncrora B 1 r npenapaty [ONYCKAETbCA HARBHICTb He Ginbwe 1000 KYO Bianosigae *
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2epOBHIX MIKPOOPTaHi3MiB i 100 KYO apixaxosux i niliceHeBnx
rpubiB. He AOMYCKaeTbCsA HAABHICTD Y 1 1 Escherichia coli

9 He meHwe 9,5 mr i He 6inble 10,5 Mr eHananpwiy maneary B 9,6 mritab
TabneTui, y nepepaxyHKy Ha cepeaHto macy TabneTku

10 YriakoBka BignosigHo go MKA N3 BianoBigae

1 Ma‘ﬁyysaﬁ‘ ~ BiANOBIAHO [0 3aTBEPAKEHOTO TEKCTY MAPKyBaHHA Bignosigae

Crop. 132

DRy O 2l 28]




MpoposxeHHA CepTudikar akocti / Ceprudikar ananizy N2 170000020871 |H ’"“Il“l“llmuI"I“I“““Imu“l"

11. KomeHTapi: * MepioguuHicTb KOHTPOio B KoXHIl 10 cepil
12. YmoBu 36epiraHHA: B opuriHanbHilt ynakoBLi Npu TemnepaTtypi He Bulue 25°C. 36epirati B HEAOCTYNHOMY [N
piten micdi.

13. 3asBa npo ceprudikauito:  Lum NiaTBEPAXYIO, WO BCI BUPOBHWYT CTafil AnA uiel cepii rotosoi NpogyKuii 6ynn nposefeni
B MOBHIY BiANOBIAHOCTI 3 BUMOramu, BCTaHOBINEHVIMU B YMHHOMY KepiBHULTBI Mo GMP,
3atBepmKeHomy MiHiCTepCTBOM OXOPOHW 300poB'A YKpaiku, i 3 BUMoramu peecTpatifnHoro
[IOCbE KpaiHu Npu3HadeHHn

Cepisa po3BoneHa o peanisauii / BigBaHTaXKeHHA 3 20.05.2025

3aTBepaXyio

MiB: Kopotkosa O.T.

Mocapa: YnosHosaxeHa ocoba

MipAYcaHo eneKTPOHHUM NifNVCoM: 20.05.2025 16:29

JloKyMeHT nignucaHo y cepgici BuacHo (nouaToK)
00481212_20250520_Certificate_1 70000020871.pdf

Crop.232



JlokyMeHT nignucaHo y cepsici BuacHo (NpoiOBYKEeHHSA)
00481212_20250520_Certificate_170000020871.pdf
Homep gokymenTy: 170000020871

[okymeHT BignpasneHo: 16:3120.05.2025

BignpaBHUK JOKYMEHTY

EnexTpOHHUIA nignuc

16:31 20.05.2025

€1PTOY/IMNH: 00481212

lOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®IPMA JAPHULIA
cTapLunit iHcnexkTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa MeopriiBHa

Yac nepesipku KEM/ELIM: 16:31 20.05.2025

CraTyc nepesipku cepTudikaty: CepTudikar aie

CepitHuit Homep: 2DBD5940D955E12A040000009715000080320D000

Tun nignucy: KkeanidikosaHUN

Tun cepTudikaty: KeanidpikosaHui
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