{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000008050

1. HaiimeHyBaHHA npogyxuyii: PO3YBACTATWH-OAPHIALA

(HazBa, cuna fii/akTMBHICTb, Nikapcbka ¢opma Ta 1 TabneTka MicTUTL po3yBacTaTUHY 20 Mr y BUrNAAI po3yBacTaTUHY KanbLilo

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha 20,80 mr;

YNaKoBLi roToBol NPoAYKLUIi)) TafneTkn, BKpUTI NRiekoeo obonoxkow, no 20 mr; no 10 TabneTok y
KOHTYPHIi YapyHKOBIii yNakoBLji; No 3 KOHTYPHI YapyHKOBi YNakoBKK B NavLi
3 MapKyBaHHAM YKpPaiHCbKOIO MOBOIO

2. Homep cepii: 1DG100624
3. Poamip cepii: 10,752 TYN
4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/18441/01/02 Die po 11.11.2025

7. Bata supoGHulyTBa: 06.2024

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 06.2027

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa ¢ipma  «flapHuuA» 33 agpecolo: M KuiB, Byn.
Cepmudixatu BignoeigHocti GMP Bcix Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
BiNbHALL: nabopartopiit BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 go peectpauiiiHoro noceiguyeHHAa NeUAJ18441/01/02 sig 11.11.2020

No2595, 3i amiHamMuK

PeaynbTaTh aHanisy:

N° n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTauii PeaynbTaT aHaniay

1 onunc TabneTkn Kpyrnoi Gopmu 3 BOOMNYKNOIO NOBEPXHEI0, BKPUTI Bipnosipae
NAieKkoBoo 060NOHKOIO POKEBOTO KONbOPY

2 laeHTUDiKalis A Ha xpomaTorpami sunpoboByBaHoro po3uuHy, ogepxaHifl B pozgini  Bignosipae

"CynpoBigHi JOMIlWKK", Yac yTPUMYBaHHA MiKka po3yBacTaTUHY Mae
BigMoOBigaT! Yacy YyTPUMYBaHHA Nika po3yBacTaTUHY Ha
Xpomatorpami po3qyuHy nopiBHAHHA (b) (po3yBacTatuH)
3 laeHTUdikalia B Cnepraana obnactb: gig 210 HM go 420 Hm. Makcnmym Bignoeipae
2 HU xBuni (24112) Hm (po3yBacTaTuH)

ORI BE 2.9.40. MpwiimanbHe yncno AV < 15,0 Bignosigae
7 o i \f

4 CaHOpiAHICTb 030BaHNX OAWHWLDb

5 Po3suMHeHHA i oilgqgenmram uaﬁw 3npn Q=75 % 32 30 xe Bignosigae
L1 'l |
B Bopa 49 %
7 CynposigHi gomiwkn 0,0%
B Cynposlnul‘mﬂm oy 0,0%
& G,
9 cy"EOB'HHWﬁ"FﬁBB 5 "' Byab-AKoi iHWOI AoMiWKY — He Ginbwe 0,2 % Bignoeigae
10 Cynposlnmr%oonﬂlﬁ%ia E Cyma HeigeHTUdIKoBaHNX BOoMILIOK - He Binbwe 0,8 % 0,0%
11 Mleoﬁlon%gggqu ilrgba 5 KpuTtepii npuiAHATHOCTI: 3aranbHe Yucno aepofHux Bignoeinae
k MikpoopraHizmie - 1000 KYO/r. 3aranbHe 4icno apiKmKoBuxX i
'9,, c_%° naiceHeBux rpubis - 100 KYO/r. BigcytHicts Escherichiacolis 11

‘?‘»auo ¥ a“'a

Crop. 132



e e e B [ T

12 KinbKicHe BM3HayeHHA He meHwe 19,0 mr i He 6inbwe 21,0 mr pozyBacTaTuHy, B 19,3 mrfrab
nepepaxyHKy Ha cepefHIo Macy TabneTkm
13 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae
14 MapkyBaHHA BignosigHo 00 3aTBEpMEHOro TEKCTY MapKyBaHHA Bignoeinae
11. KomenTapi: Bbes koMeHTapiB
12. YmoBn 36epirannn: B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCTYNHOMY AnA
Aiten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BiganTaxeHHn 3 05.07.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

MNocapa: Crapwwi iHCMeKTop - YNOBHOBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 05.07.2024 17:35
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEeHHR)
00481212_20240705_Certificate_170000008050.pdf

HoxkymeHT BignpaeneHo: 17:37 05.07.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

17:37 05.07.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHOBaXkeHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEMN/ELUN: 17:37 05.07.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin




{(+38044)207-73-04 ¥noBHoBaeHa ocofa 3 AKocTi
{(+38044)207-73-27 ¥YnoshoBaeHa ocofia 3 dapmakoHarnagy

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n P H u un (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000008052

1. HaiimeHyBaHHA npogyxuyii: PO3YBACTATWH-OAPHIALA

(HazBa, cuna fii/akTMBHICTb, Nikapcbka ¢opma Ta 1 TabneTka MicTUTL po3yBacTaTUHY 20 Mr y BUrNAAI po3yBacTaTUHY KanbLilo

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha 20,80 mr;

YNaKoBLi roToBol NPoAYKLUIi)) TafneTkn, BKpUTI NRiekoeo obonoxkow, no 20 mr; no 10 TabneTok y
KOHTYPHIi YapyHKOBIii yNakoBLji; No 3 KOHTYPHI YapyHKOBi YNakoBKK B NavLi
3 MapKyBaHHAM YKpPaiHCbKOIO MOBOIO

2. Homep cepii: 1DG120624
3. Poamip cepii: 12,756 TYN
4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: UA/18441/01/02 Die po 11.11.2025

7. Bata supoGHulyTBa: 06.2024

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 06.2027

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa ¢ipma  «flapHuuA» 33 agpecolo: M KuiB, Byn.
Cepmudixatu BignoeigHocti GMP Bcix Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
BiNbHALL: nabopartopiit BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 go peectpauiiiHoro noceiguyeHHAa NeUAJ18441/01/02 sig 11.11.2020

No2595, 3i amiHamMuK

PeaynbTaTh aHanisy:

N° n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTauii PeaynbTaT aHaniay

1 onunc TabneTku Kpyrnoi Gopmu 3 ABODAFRIDID JTOBERHEI0, BKPUTI Bignosinae
NAIBKOBOK OGONOHKOIO POXESt ;

2 laeHTUDiKalis A Ha xpomaTorpami Bunpobgs;

e & Hiﬁ B po3gini Bignoeigae
"CynpoBigHi goMiwkun", .’. y
Bignosigamm uacy yTpu WEEIHA nma po

3 laeHTUdikalia B CnekTpanbHa obnactb: M Bignoeipae
NOrMUHAHHA: 33 QOBXUH mH)
4 OfHOPIAHICTb 030BaHMX OAMHULL  Bignosigae umoram AOY,\2.8.40.. u b AV < 15,0 Bignoeipae
%
5 Po3unHeHHA Bignosigae Bumoram Aoy, 2.9.3 ipk- Bianoeinae
[ Bopa He Ginowe 5,5 % 51 %
7 CynposigHi gomiwkn Jomiwku B - He Ginbwe 0,5 % 0,0%
2] Cynposlnul‘mﬂm ay Jomiwku D - He Hinbwe 0,6 % 0,0%
-,
@ A
9 cy"EOB'”Hk?ﬁE?ﬁ"FﬁBB 5 "' Byab-AKoi iHIWOI AOoMiWKY — He Ginbwe 0,2 % Bignoeipae
caHa E . 3 . : S
10 cy"posmmf%oohBHfQHa = Cyma HeigeHTUdIKoBaHNX BOoMILIOK - He Binbwe 0,8 % 0,0%
11 Mleoﬁlon%gggqu ilrgba 5 KpuTtepii npuiAHATHOCTI: 3aranbHe Yucno aepofHux Bipnoeipae *
k MikpoopraHizmie - 1000 KYO/r. 3aranbHe 4icno apiKmKoBuxX i
'9,, c_%° naiceHeBux rpubis - 100 KYO/r. BigcytHicts Escherichiacolis 11
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12 KinbKicHe BM3HayeHHA He meHwe 19,0 mr i He 6inbwe 21,0 mr pozyBacTaTuHy, B 19,9 mrfrab
nepepaxyHKy Ha cepefHIo Macy TabneTkm
13 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae
14 MapkyBaHHA BignosigHo 00 3aTBEpMEHOro TEKCTY MapKyBaHHA Bignoeinae
11. KomenTapi: *MepioAWYHICTL KOHTPONIC B KokHIA 10 cepli
12. YmoBn 36epirannn: B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCTYNHOMY AnA
Aiten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIiil BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauyii / BiganTaxeHHn 3 03.07.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

MNocapa: Crapwwi iHCMeKTop - YNOBHOBaXeHa ocoba

MNignucaHo enektpoHHuM nignucom: 03.07.2024 16:32
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKEeHHR)
00481212_20240703_Certificate_170000008052. pdf

HokymeHT BignpaeneHo: 16:34 03.07.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

16:34 03.07.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHOBaXkeHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEMN/ELN: 16:34 03.07.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin




62

{+38044)207-73-04 YnosHoBaxkeHa acoba 3 AKOCY
(+38044)207-73-27 YnooHosaxeHa ocoba 3 dapmakoHarnsgy

Anpeca 02093, m, Kuis, syn. Bopucninscoka, 13
Ten./Maxc: (+38044)566-68-78 MMpuimancka
ﬁ @ p H U u @ (+38044)207-73~41 Bignin KOHTPOAK AKoCT
[}

Ceptudikar akocri / Ceprudikar ananizy Ne 170000011025

1. HalimeHyBsanua npogykuyit: PO3YBACTATUH-OAPHWLIA

(wazpa, cuna giifaxTmBHICT, Nikapcoka popma Ta 1 rabnetka MicTUTB posysactatiHy 20 mr y BUrnALi pe3ysacTaTUHy Kanbuiio

PO3MIp YNakoskK (JA@HTUMHO RO TEKCTY Ha 20,80 wr;

ynakesUi roToeof npogykuii)) Tabnetkn, BkpuTi NNieKoBoo oBonoHkoio, no 20 mr; ro 10 vabneTok y
KOHTYPHIl1 YapyHKOBIR YNaKosL; No 3 KOHTYPHI YapyHKOBI YNakoBKY B nau|
3 MapKyBaHHAM YKPaHCBKOI0 MOBOID

2. Homep cepii: 1DG180924

3. Poamip cepii: 12,840 YN

4., KpaiHa-BipobHuk: Yrpaika

5. HaitmenysaHts kpaiin / Kpald npusHadeHHs YKpaika

Ans cepil;

8. Homep peecrpauiiitoro noceigyedun: UA/8441/01/02 fie no 11.11.2025

7. Oara supoSHuLTBa: 09.2024

8. [aTta 3akiHueHHA TepmiHy npuAaTHocTi 09.2027

(micaue i pik, nicna akoro /13 He sactocosyerbea):

9. Hazga, afgpeca Ta Homeph niteHsilt Bcix aupobneHo, BRAMUAOUN YNAKoBKY/MapKygaHHs Ta KOHTPONL sikoct Ha [IpAT
AinbHULb BUPOGHULTEE | KOHTPONI AKOCTI; «OapmauesTuHa  dipMa  «JapHuua»  3a  appecow: M Kuis, BYN.
Ceprudgikaty signoeigHocti GMP BCix Bopucninbeoka, 13; niuenszia AB  N2598088; ceigourTso npo atecralli:o
AiNBHKLG: naBoparopii BKA N 128; ceprudixat GMP Ne 072/2023/GMP

10. Axanis suvkonaHuh zrigHo: MKA N3 go peectpauiiiHoro nocsiguents NeUA/ 8441/01/02 sig 11.11.2020

Ne2595, 3i amiHamu

PezynbraTu aHanisy:

N¢n.n.  HaWmeHysaHHA NOKazHMKa Bumorh HopmaTUWBHOT JORYMeHTaU il PezynbTar ananisy

1 Cnue TabneTku kpyrnof dopmu 3 gBCONYKNOIC NOBEPXHEID, BKPWTI Bimnosinae
NAiBKOECK 0BONCHKOID POXKEBOrD KoNbOPY

2 Inesrudikadis A Ha xpomatorpami BUNPpoBoBYBaHOr0 PO3UMHY, OAGPAaHIN B pozaini Binnoeigae

"CynposiaHi pomilku®, vac yTpyviMyBaHHA nika PO3YRACTATUHY Mag
BIANOBIAATY Yacy YTPUMYBaHHA NiKa POYBACTATYHY Ha
xpomMarorpami poauvny nopistamHa (b) {posysacraTuH)

3 lgentudikadia B Cnexkmpanend ebracme: Big 210 HM go 420 1w, Maxcumym Bignoeigae
NO2NUHAHHA | 33 AOBXKHY XBuAi (241+2) um (posysacratib)
4 OpHopigHicTb aosoBaHux ofuHnue  Bignoslnas sUMoram A0Y, 2.9.40. MpuiimansHe wicno Bignosinae
AV=<150%
5 Po3unHenua Bigrosinae sumoram AQY, 2.9.3 npu Q=75 % 3a 30 xB Bianosinae
6 Bopa He 6inbure 5,5 % 4,2 %
7 CynposigHi gomiwxkm Homitwkm B - e Ginbwe 0,5 % 0,0 %
8 CynposmH:;m‘rJﬁmEW "y Homiwww D - He Ginbwe 0,6 % 0,0 %
7N
&
A %
9 CyFIEDBI,U,Hk%%LHIéBB - “t Byab-AKoY Ko gomimKky — He Ginbwe 0,2 % Bignosizae
2Ha - . . . . o
- - 0.0 %
10 Cyrrpoal,qm‘.,%omdﬁfg}’a = Cyma HeigeHTHbikOBaHUX fomiwak - He 6inbwe 0,8 % )
1 MIKTJO&IOH%BJE@ S%?Ta a Kputepii npuiinaTHOCTI: 3araneke ynucno aepobHux Binnosinae *
~

mikpoopranizmie - 107 KYO/r. 3aranusHe uucno DPiROMROBUX |

2, a nniceresux rpwGie - 102 KYO/r. BiacytHicts Escherichia colie 1 r
fape y 8%
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MpopoexenHa Ceptudikar Akocri / Ceprudirkar ananizy Ne 170000071025 ”l “"“"”"””l“l”l”[”l”I"”"” I”

12 KinbxicHe Bu3HayeHHR He merwe 19,0 mr i ve Ginbine 21,0 Mr posysacratuny, B 19,8 mrirab
nepepaxyHKy Ha cepeaHio Macy rabnetku
13 Ynaxoska Bignoeigno no MKA N3 Binnosigae
14 MapkysaHHA BianosigHo A0 3aTBEPAKEHOrD TRKCTY MapKyBaHHS Bianoeigae
11. KomeHTapi: *MNepioguuHicTb KaHTPORIO B KoMMIA 10 cepli
12, ¥Ymoen sbepiranns: B opuritanbHii ynakosui npy Temnepartypi He Bulle 25°C. 30epirati B HeAOCTYNHOMY AnA
AiTel micui.

13. 3aaBa npo ceprudikauin: Lum nigreepgpkyto, Wo ecl BrupoGHudi cragll gna uiel cepil roroeol npoaykyil 6yni nposeseHi
B NOBHIA BigNoBIgHOCTI 3 BUMOramu, BCTAHOBNEHMW B yuHHOMY KepisHuyTei no GMP,
3aTBep/keHoMY MiHICTepCTEOM OXOPOHIW 380poE’a YKpaiHy, | 3 BUMOramm peecTpauifiHoro
AOCbE KpaiHK NPU3HaueHHA

Cepin nozeoneHa go peanizauii / sigeanTaxenns s 30,09.2024

3areepgucyio

N1B: KopoTtkoea O.I.

MNocapa: YnosHoBaxera ocoba

Mignucado enexktpoHHuM nignucom: 30.09.2024 17:54
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