Appeca 02093, ™. Kuis, Byn. Bopucninbcbika, 1.3
R Ten./®akc: (+38044)566-68-78 MNpuitmanbHa
%,}i (+38044)207-73-41 BigAin KoHTpONIO AKOCTI
(+38044)207-73-04 YnoHoBaXeHa ocoba 3 AKOCTI

(+38044)207-73-27 YnoBHOBaXeH3 ocoba 3 dapmakoHarnapy

Ceptudikar Axocrti / Ceptudikar aHanisy Ne 170000020642

1, HaliMeHyBaHHsi NPOAYKUIl: CUHA®NAH OOPTE — JAPHWLA

(Ha3Ba, cuna Aii/akTUBHICTb, NiKapcbKa dopmaTa 1T Kpemy micTTb $nyoOLMHONOHY aLeToHIAY 1 mr

PO3Mip ynaKkoBKM (ineHTMUHO [0 TEKCTY Ha Kpem, 1 mr/r no 15 ry Ty6i; no 1 Ty6i B Mauili 3 MapKyBaHHAM YKPaiHCbKOHO
ynaKoBLji rotosoi npoayKLuii)) MOBOIO

2. Homep cepii: 1D10425

3. Poamip cepii: 22,946 TYI

4. KpaiHa-BUPOGHUK: Ykpaina

5. HalimeHyBaHHA KpalHu | Kpai# npusHa4eHHA YKkpaita

ans cepii:

6. Homep peecTpauiiiHoro nocaig4ests. NeUA/6215/01/01

7. Data BupoGHMUTBa: 04.2025

8. [laTa 3aKiH4eHHA TePMiHY npuaaTHocri 04.2028

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

9, Hassa, appeca Ta Homepu niyeHsiit Bcix BUPOGNEHO, BKIIOYAOUY ynakoBKy/MapKyBaHH#A Ta KOHTpO/b akocti Ha MpAT
AinbHULL BUpO6HULTBA i KOHTpONIO AKOCTI; «®apmaueBTuuHa  Gipma «[lapHuus» 32 agpecoto: M Kuis, BYyN.
Ceptudikatm signosigHocti GMP Bcix Bopucninbcbka, 13; niyeHsia AB  Ne598086; cigouTBO Mpo arectauito
RinbHNUDb: na6opatopiit BKA Ne 128; ceptudikat GMP Ne 065/2023/GMP

10. AHanis BUKOHaHWI 3rifHO: MK#A 13 go peecTpauiitHoro nocsiayeHHsA NeUA/6215/01/01 sig 09.06.2017

Ne627, 3i 3miHamu

PesynbTaTh aHanisy:

Ne n.n.  HalimeHnyBaHHA MOKa3HWUKa Bumoryi HOpMaTUBHOI AoKyMeHTaujii Peaynbrat aHanisy
1 Onuc OpHopigHui Kpem Binoro konbopy Bignosinae
2 ineHTudikauis Ha xpomaTorpamax BUNPOBOBYBAHOrO PO3UKHY Ta PO3UMHY Bignosinae

NOPIBHAHHA, OfePHaHUX Y po3gini "KinbkicHe BM3HaueHHA", Yacu
yTpUMyBaHHA NiKiB bnyounHonoHy aueToHigy Ta
MeTunnaparigpoKcuéeHsoaty, BiANOBIAHO, MaloTL cnisnapatv

3 pH Bin 5,010 7,5 6,1
4 Maca BMICTY YNakoBKu Maca BMICTY KOXHOI Ty6u Mae ByTW He MeHlle HOMIHanbHOI Bipgnosifae
5 Mikpo6iosoriyHa 4ncToTa JaranbHe UUCHo aepoBHYX MIKPOOPraHisMiB He Ginote 100 KYO/ Bignosipae

MA. 3aranbHe YNCNo APPKIKOBUX i niniceHeBux rpubis He Ginbwe 10
KYO/mn. BigcyTHicTb Staphylococcus aureus 8 1 r. BigcyTHiCTb
Pseudomonas aeruginosas 11

6 KinbKicHe BU3HAUeHHA. He menuwe 0,95 mr i He Binblue 1,05 mr 8 1 r npenapaty 0,96 Mr/r
DOnyoLHONOHY aueToHif
7 KinbKicHe BU3HaUYeHHA. He meHuwe 0,9 mr i He Ginbwe 1,1 Mre 1 r npenaparty 1,0 Mr/r
MeTmnnapgr\i&gggg,;ngeHaoaT
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MpopoexenHa CepTndikar akocti | Ceptudikar ananisy Ne 470000020642 m |Iml.l“m“Il”“"“l“lm“lw "‘l

12. YmoBwu 36epiraHHs: B opuriHanbHil ynakosLi npu Temnepatypi He Bule 25°C. He 3amopoxyBaTi.

ci BUpoGHWUi cTagil Ana Liei cepii roToBol npopyKuii ynu nposefeHi
MU B YMHHOMY KepiruuTsi no GMP,

'a YKpaiHu, i 3 BUMoramu peecTpauiiHoro

13. 3asBa npo cepTudikauito: Lium nigTBEpAXKYto, WO B
B MOBHilA BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEH

3aTBepmKeHoMy MiHiCTepCTBOM OXOPOHU 3A0POB
[OCbE KpaiHW Npu3HaueHHs

Cepin posBoneHa o peanisauii / BigBaHTaXeHHA 3 19.05.2025

T 3aTBepaXylo

M6: HazapeHko M.B.

MNocapa: YNOBHOBaXeHa ocoba

MignucaHo enexTPOHHYM NiANACcoM: 19.05.2025 15:39
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JloKyMeHT nignucano y cepsici BuacHo (NpoAoBKEHHSA)
00481212_20250519_Certificate_170000020642.pdf
HoMep fiokymeHTy: 170000020642

[loKyMeHT BifinpasneHo: 15:42 19.05.2025

BignpaBHUK JOKYMEHTY

EneKkTpoHHUN Nignuc

15:42 19.05.2025

€PMOY/IMNH: 00481212

tOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®IPMA JAPHULIA
cTapluui iHcneKTop-ynoBHOBaXeHa ocoba: Hasaperko MapiaHHa BikTopiBHa

Yac nepesipku KEM/ELIM: 15:42 19.05.2025

CraTyc NepeBipKu cepTugikary: CepTudikar gie

Cepiiituit Homep: 2DBD5940D955E12A040000007D810000BA2D0OD00

Tun nignucy: KBanidhikoBaHuUi

Tun ceptudikaty: kBanidikoBaHui



Apgpeca 02093, m. KuiB, Byn. bopwucninbcbka, 13

Ten./@akc: (+38044)566-68-78 [lpuiimanbHa
n n p H U u g (+38044)207-73-41 Bigpin KOHTpOMO AKOCTI

(+38044)207-73-04 YnoBHOBa)keHa ocoba 3 AKOCTi

(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy N2 170000033373

1. HalmeHyBaHHA NpoayKLii: CUHA®NAH OOPTE — JAPHMLIA

(Ha3Ba, cuna Aii/akTUBHICTD, NliKapcbka dopma Ta 1 1 Kpemy MicTUTb GnyoLMHONOHY aueToHigy 1 mr

po3mip ynakoBKu (iBeHTUYHO A0 TEKCTY Ha Kpem, 1 mr/r no 15 r y 1y6i; no 1 Ty6i B nauui 3 MapKyBaHHAM YKpaiHCbKOIO
ynaKoBLji roToBOi NPoAYKLii)) MOBOIO

2. Homep cepii: 1D10626

3. Po3mip cepii: 23,350 TYN

4. KpaiHa-BUpPOGHMK: YKkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npusHaueHHA YKpaiHa

ANnA cepii:

6. Homep peecTpauiliHOro nocBiguYeHHs: NeUA/6215/01/01

7. aTta BUpoGHMLTBA: 06.2026

8. [laTta 3aKiHYeHHA TepMiHy NpuAATHOCTI 06.2029

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

9. HasBa, agpeca Ta Homepu niLeHsiln Bcix BMPOGNIEHO, BKIIOYaOUM yNakoBKY/MapKyBaHHA Ta KOHTPOMb AKOCTi Ha MpAT
AiNbHMLb BUPOGHULITBA i KOHTPOJIO AKOCTI; «QapmaueBTnuHa dipma «[apHuus» 3a  agpecoo: M Kuie, By”.
Ceptudikarm BignosigHocti GMP Bcix Bopucninbcbka, 13; niuyensia AB N°598086; cBimouTBo npo arecrtauito
AiNbHULb: nabopatopin BKA Ne 128; ceptndikat GMP Ne 067/2025/GMP

10. AHani3z BUKOHaHMIA 3rigHO: MKA N3 po peectpauintHoro nocsigueHHs NeUA/6215/01/01 Big 09.06.2017

Ne627, 3i 3miHamu

PesynbTratm aHanisy:

N2 n.n. HalmeHyBaHHA NOKasHMKa Bumorn HopmaTnBHOI AOKyMeHTauii PesynbTtar aHanisy
1 Onunc OpnHopigHui Kpem 6inoro Konbopy Bignosigae
2 lneHTndikauis Ha xpomaTorpamax BUNpo60ByBaHOr0 PO3UMHY Ta PO3UUHY Bignosigae

NOPIBHAHHA, ofiepXKaHnX y po3aini "KinbkicHe Bu3HauyeHHa", yacu
YTPUMYBaHHA NiKiB GyoLMHONOHY aLeToHiay Ta
MeTunnapariapokcnbeHsoaty, BignoBifgHO, MaloTb cniBnagaTu

3 pH Bin 501075 5,6
4 Maca BmicTy ynakoBku Maca BMicTy KOXHOi Tybn mae 6yTn He MeHLLe HOMiHaNbHOT Bignosinae
5 Mikpo6ionoriuHa uncroTa 3aranbHe uncno aepobHKx MiKpoopraHismie He Ginbiwe 100 KYO/ Bipnosinae

MJ1. 3aranbHe YUMo APPKIPKOBUX i NiiceHeBUX rpubiB He Ginblie 10
KYO/mn. BigcyTtHictb Staphylococcus aureus B 1 r. BigcyTHictb
Pseudomonas aeruginosas 1r

6 KinbkicHe BU3HaueHHs. He meHwe 0,95 mr i He 6inblwe 1,05 mr B 1 r npenapary 0,98 Mr/r
®dnyourHONOHY aLeToHIA
7 KinbKicHe BU3HauyeHHA. He meHwe 0,9 mr i He 6inbwe 1,1 mr B 1 r npenapaty 1,0 Mr/r
Memnna&qrpqp@ﬂmﬁqy/som
8 YnakogKa " BianosiaHo o MKA /13 Binnosinae
<]
9 Ma \; BaHr}éOpOTKOBa BignoBigHO [0 3aTBEpAXKEHOrO TEKCTY MapKyBaHHSA Bignosinae
PKY Siccatid AnoBipHO A pA Ty MapKy Anosig
eopriiBHa
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MpoposxeHHa CepTudikar akocti / Ceptndikar aHanisy N2 170000033373 ||| |I|I|I|I”Il|I||I||I|||I||I||II|I||I||" I||

12. YmoBum 36epiraHHa: B opuriHanbHili ynakoBui npu Temnepatypi He Buwe 25°C. He 3amoporkyBaTu.

13. 3asBa npo ceptudikauiro: Lum niaTBepaXyto, Wo BCi BUPOOHMYI CTagii ana uiei cepii rotoBoi npogykKuii 6ynu nposeaeHi
B MOBHIlA BiAMOBIAHOCTi 3 BUMOraMu, BCTaHOBNEHNMMN B YUNHHOMY KepiBHUUTBI no GMP,
3aTBepaKeHOMYy MiHICTEPCTBOM OXOPOHU 340POB’A YKpaiHu, i 3 BUMOramy peectpauiiHoro
DOCbE KpaiH NpU3HaYeHHA

Cepia no3BoneHa go peanisauii / BigBaHTaxkeHHA 3 16.06.2026

3aTBepaxyio

MIb: KopoTtkosa O.T.

Mocapa: YnoBHOBaxeHa ocoba

MignucaHo enekTpoHHMM nignucom: 16.06.2026  09:19
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[okyMeHT nignucaHo y cepsici BuacHo (npofoBxeHHs)
00481212_20260616_Certificate_170000033373.pdf
Homep gokymeHTy: 170000033373

JokyMeHT BignpasneHo: 09:21 16.06.2026

BignpaBHUK fOKYMEHTY

EnekTpoHHMiA nignuc

09:21 16.06.2026

€4PMOY/IMNMH: 00481212

tOp. HazBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULA
CTapLunit iHcnekTop-ynoBHoBaXkeHa ocoba: KopoTkoBa OkcaHa ["eopriiBHa

Yac nepeBipku KEMN/ELIT: 09:21 16.06.2026

CrtaTyc nepeBipku cepTtudikaty: Ceptudikar gie

CepiitHuit Homep: 2DBD5940D955E12A0400000097150000C 1152600

Tun nignucy: kBanidikoBaHwi

Tun cepTudikaTy: KBanihikoBaHui



(+38044)207-73-04 YnoBHOBa)keHa ocoba 3 AKOCTi

Apgpeca 02093, m. KuiB, Byn. bopwucninbcbka, 13
Ten./Qakc: (+38044)566-68-78 [lpuiimanbHa
n n p H u ' I g (+38044)207-73-41 Bigpin KOHTpOMIO AKOCTI

(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocti / Ceptudikar aHanisy N2 170000020822

1. HalmeHyBaHHA NpoayKLii:

(Ha3Ba, cuna pii/akTUBHICTD, NliKapcbka dopma Ta
po3mip ynakoBku (igeHTUYHO AO TeKCTy Ha
ynaKoBLji roToBOi NPoAYKLii))

2. Homep cepit:
3. Po3mip cepii:
4. KpaiHa-BUpPOGHMK:

5. HalimeHyBaHH#A KpaiHu / KpaiH Nnpu3HaYyeHHsA
ANnA cepii:
6. Homep peecTpauiliHOro nocBiguYeHHs:

7. aTta BUpoGHMLTBA:
8. [laTta 3aKiHYeHHA TepMiHy NpuAATHOCTI
(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHLCA):

9. HasBa, agpeca Ta Homepu niueHsin Bcix
AiNbHULb BUPOOGHNLITBA | KOHTPONIO AKOCTI;
Ceptudikarm BignosigHocti GMP Bcix
AiNbHUUDb:

10. AHani3z BUKOHaHMIA 3rigHO:

PesynbTratm aHanisy:

CUHAO®JTAH ®OPTE — OJAPHMLIA

1 r Kpemy MicTUTb GnyounHonoHy aueTtoHigy 1 mr

Kpem, 1 mr/r no 15 r y 1y6i; no 1 Ty6i B nauui 3 MapKyBaHHAM YKpaiHCbKOIO
MOBOI0

1D20525
23,496 TYN
YKpaiHa

YKkpaiHa

NeUA/6215/01/01

05.2025
05.2028

BMPOGNIEHO, BKIIOYaOUM yNakoBKY/MapKyBaHHA Ta KOHTPOMb AKOCTi Ha MpAT
«®apmaueBTnuHa dipma «[apHuua» 3a agpecow: M Kuis, Byn.
Bopucninbcbka, 13; niuyensia AB N°598086; cBimouTBo npo arecrtauito
nabopatopin BKA Ne 128; ceptndikat GMP N2 065/2023/GMP

MKA N3 po peectpauintHoro nocsigueHHs NeUA/6215/01/01 Big 09.06.2017
Ne627, 3i 3miHamu

N2 n.n. HalmeHyBaHHA NOKasHMKa Bumorn HopmaTnBHOI AOKyMeHTauii PesynbTtar aHanisy
1 Onunc OpnHopigHui Kpem 6inoro Konbopy Bignosigae
2 lneHTndikauis Ha xpomaTorpamax BUNpo60ByBaHOr0 PO3UMHY Ta PO3UUHY Bignosigae

NOPIBHAHHA, ofiepXKaHnX y po3aini "KinbkicHe Bu3HauyeHHa", yacu
YTPUMYBaHHA NiKiB GyoLMHONOHY aLeToHiay Ta
MeTunnapariapokcnbeHsoaty, BignoBifgHO, MaloTb cniBnagaTu

3 pH Bin 501075 5,8
4 Maca BmicTy ynakoBku Maca BMicTy KOXHOi Tybn mae 6yTn He MeHLLe HOMiHaNbHOT Bignosinae
5 Mikpo6ionoriuHa uncroTa 3aranbHe uncno aepobHKx MiKpoopraHismie He Ginbiwe 100 KYO/ Bignosigae *

MJ1. 3aranbHe YUMo APPKIPKOBUX i NiiceHeBUX rpubiB He Ginblie 10
KYO/mn. BigcyTtHictb Staphylococcus aureus B 1 r. BigcyTHictb
Pseudomonas aeruginosas 1r

6 KinbkicHe BU3HaueHHs. He meHwe 0,95 mr i He 6inblwe 1,05 mr B 1 r npenapary 0,95 Mr/r
®dnyourHONOHY aLeToHIA
7 KinbKicHe BU3HauyeHHA. He meHwe 0,9 mr i He 6inbwe 1,1 mr B 1 r npenapaty 1,0 Mr/r
Memnnapa‘r‘liq,qpng/l‘?e::aoaT . . . .
8 YnaKosga"‘ ’40 BignosigHo no MKA J13 Bignosigae
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~
9 MapxyBani#A3aPEHKO = BignosigHO A0 3aTBEPIPKEHOrO TEKCTY MAapKyBaHHS Bignosigae
= MapiaHHa =
= BikTopiBHa =
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MpoposxeHHa CepTudikar akocti / Ceptndikar aHanisy N2 170000020822 ||| |I|I|I|Il|I||I”I”I"I"I"”""I" |" I||

12. YmoBwm 36epiraHHa: B opuriHanbHil ynakoBui npu Temnepatypi He Buwe 25°C. He 3amopoixyBaTu.

13. 3asBa npo ceptudikauiro: Lum niaTBepaxyto, Wo BCi BUPOOHWYI cTagii ana uiei cepii rotoBoi npogykKuii 6ynu nposeaeHi
B MOBHIlA BiAMOBIAHOCTI 3 BUMOraMu, BCTaHOBNEHNMMN B YUMHHOMY KepiBHUUTBI no GMP,
3aTBepaKeHOMYy MiHICTEPCTBOM OXOPOHU 340POB’A YKpaiHu, i 3 BUMOramuy peectpauiiHoro
JOCbE KpaiHU NpU3HayeHHsA

Cepia no3BoneHa ao peanisauii / BigBaHTaxkeHHA 3 21.05.2025

3aTBepaxyio

MIb: HazapeHko M.B.

Mocapa: YnoBHOBaxeHa ocoba

MNignucaHo enekTpoHHMM nignucom: 21.05.2025 16:18
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[okyMeHT nignucaHo y cepsici BuacHo (npofoBxeHHs)
00481212_20250521_Certificate_170000020822.pdf
Homep gokymeHTy: 170000020822

JokyMeHT BignpasneHo: 16:22 21.05.2025

BignpaBHUK fOKYMEHTY

EnekTpoHHMiA nignuc

16:22 21.05.2025

€4PMOY/IMNMH: 00481212

tOp. HazBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULA
CTapLunit iHcneKTop-ynoBHoBaXkeHa ocoba: HazapeHko MapiaHHa BikTopiBHa

Yac nepesipku KEMN/ELTT: 16:22 21.05.2025

CrtaTyc nepeBipku cepTtudikaty: Ceptudikar gie

CepiitHuit Homep: 2DBD5940D955E12A040000007D810000BA2D0OD00

Tun nignucy: kBanidikoBaHwi

Tun cepTudikaTy: KBanihikoBaHui
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