{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi

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

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

Ceptudikar akocri / Ceprndikar ananisy Ne 170000028340

1. HaiimeHyBaHHA npogyxuii:

(HazBa, cuna fjii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH NnpU3HaveHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bara supoGHuyTBa:
8. Bara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHAYD:

10. AHani3 BUKOHaHWIA 3rigHo:

PeayneTaTh aHanisy:

PAHITMAWH-OAPHALA

1 TabneTka MiCTUTb PaHITUAKHY rigpoxXnopuay ¥ NepepaxyBaHHi Ha paHiTMAWH
150 mr;

TabneTkn, BKPUTI NRiekoeo obonoxko, no 150 mr; no 10 TabneTok y
KOHTYPHIil YapyHKOBII ynakosL|i;

no 2 KOHTYPHI YapyHKOBI YNaKOBKW B Nyl 3 MapKyBaHHAM YKPaIHCbKOIO MOBOID

HD261123
91,954 TYI
¥YkpaiHa

¥YkpaiHa
NeUA/4934/01/01

11.2023
11.2025

BUpoGNeHo, BKIIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopaTopiin BKA No 128;

cepTugikat GMP Ne 072/2023/GMP

MKA N3 po peectpauinHoro noceiguyeHHa N2UA/4934/01/01 Big 22.02.2021
Ne301, 3i amMiHamm

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 onuc TabneTkn Kpyraoi GopmMM i3 4BOOMYKNOK NOBEPXHEID, BKPWTI Binnosinae
000NOHKOI0, Bifj XOBTOIO A0 XOBTO-0paHXeBOro Konbopy. Ha
nonepeyHoMy po3pisl BUGHO OBa WapK

2 laeHTUDiKaLin A Y{-cneKkTp NOrAMHaHHA BunpoﬁoByBaHoro posutu, Bignosigae
NPUroToBaHOro, AK ONUCAHO B POSKTI_CRIABRITHE BUIHAUEHHA», B
ofnacri Big 200 Hm go 350 ¥MK 33
AOBXWUH xBUAb (229 + 2) H

3 laeHTUDiKaLin B. Ha xpomatorpamax BuGp B pﬁmré\wa.ﬂm# .. BYUHY Bignosigae
nopieHAHHA {a), ogepxa os;um « .. KW», Yyacu
YTPUMYBaHHA OCHOBHOT( IfiKa ﬁ ,ﬁk cm;;na‘ at
4 OCpgHopigHicTb go30BaHMX oAWHULL  Bignosigae Bumoram OO &1 pm-l a W < 15,0 Bianoeigae
5 PoznapaHHa He 6inowe 30 xB 17 xe
HH b Aina WD
6 Cynposigurﬂ&ulmmf o;‘? EyAb-AKOT AOMIWKK - He Ginblue ;5% —>- Bignosigae
<* A
7 CynﬁbsinHKupmuBa (‘, He Ginowe ogHiei gomikk i3 micTom Ginbwe 0,3 % Bignoeipae
= OxcaHa 2
8 CyRpoBinHTARM M- A - He 6inblie Tpbox gomillok i3 BMicTom Ginbwe 0,1 % Bianosinae
= eaPnoy/INH =
9 POB'!}‘IHGHHE}O 481212 <o Bigpnosigae Bumoram APY, 293 npu Q=75 % 3a 45 xB Bignoeigae
-9,, &

‘?‘»auo ¥ a“'a

Crop. 132
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10 MikpobionoriyHa uncroTa BignoeigHo no MKA N3 Bignoeigae *
1 KinbKicHe BM3HayeHHA PanitugwnHy 144.0 - 1586,0 mritat 151,4 mritabn.
12 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

13 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikaui:

* MepiogM4HICTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

Lium nigreepaxyio, wo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi
B NOBHIiii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 23.11.2023

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 23.11.2023

3aTBepaKyio

11:18

JoxymeHT nignucaHo y cepeici BuacHo (nouarok)
00481212_20231123_Certificate_170000028340.pdf

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231123_Certificate_170000028340.pdf

HoxkymeHT BignpasneHo: 11:20 23.11.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

11:20 23.11.2023

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesiprku KEM/ELM: 11:20 23.11.2023

CraTtyc neperipku ceprudikarty: Ceptudikar aie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin

/ HOKYMEHT

re




{+38044)207-73-04 ¥noBHoBameHa ocofa 3 AKocTi

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

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

Ceptudikar akocri / Ceprndikar ananisy Ne 170000000710

1. HaiimeHyBaHHA npogyxuii:

(HazBa, cuna fjii/akTMBHICTD, Nikapcbka popma Ta
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH NnpU3HaveHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bara supoGHuyTBa:
8. Bara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPoGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinNbHAYD:

10. AHani3 BUKOHaHWIA 3rigHo:

PeayneTaTh aHanisy:

PAHITMAWH-OAPHALA

1 TabneTka MiCTUTb PaHITUAKHY rigpoxXnopuay ¥ NepepaxyBaHHi Ha paHiTMAWH
150 mr;

TabneTkn, BKPUTI NRiekoeo obonoxko, no 150 mr; no 10 TabneTok y
KOHTYPHIil YapyHKOBII ynakosL|i;

no 2 KOHTYPHI YapyHKOBI YNaKOBKW B Nyl 3 MapKyBaHHAM YKPAIHCbKOIO MOBOID

HD20124
92,043 YN
¥YkpaiHa

¥YkpaiHa
NeUA/4934/01/01

01.2024
01.2026

BUpoGNeHo, BKIIOYAIOUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopaTopiin BKA No 128;

cepTugikat GMP Ne 072/2023/GMP

MKA N3 po peectpauinHoro noceiguyeHHa N2UA/4934/01/01 Big 22.02.2021
Ne301, 3i amMiHamm

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay

1 Onuc TabneTkn prrn0| tbopluu i3 ABOONYKNOW NOBEPXHEIT, BKPHTI Bignosigae

2 laeHTUDiKaLin A Yi-cnektp norn ’-.

Bianoeigae
MPUroTOBaHOMD AT
ofinacri eig 200/ |
AOBXWH XBUnb {228 +
3 laeHTUDiKalis B Ha xpomartorpaigz Bignoeigae
nopiBHAHHA {a), §
YTPUMYBaHHA ocu 4
4 CgHopiaHicTb [030BaHMX oAMHULL  Bignosigae Bumoram Moy LG ﬁp Bianoeigae
5 PoznapaHHa He 6inowe 30 xB 15 XBnnnHu
. HHK e 2 2 & 5
6 Cynposlgurﬂ&ulmmf ay . Byab-AKoi gOMilLKK - He Ginbwe 0,5 % Bignoeipae
<* A
7 CynﬁbsinHKupmuBa (‘, He Ginowe ogHiei gomikk i3 micTom Ginbwe 0,3 % Bignoeipae
= OxcaHa 2
8 CyRpoBinHTARM M- A - He 6inblie Tpbox gomillok i3 BMicTom Ginbwe 0,1 % Bianosinae
= eaPnoy/INH =
9 POB'!}‘IHGHHE}O 481212 <o Bigpnosigae Bumoram APY, 293 npu Q=75 % 3a 45 xB Bignoeigae
-9,, &

‘?‘»auo ¥ a“'a
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10 MikpobionoriyHa uncroTa BignoeigHo no MKA N3 Bignoeigae *
1 KinbkicHe BU3HaueHHs paHiTuguHy  144.0 - 158,0 mritab 148,3 mriTabn.
12 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

13 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikaui:

* MepiogM4HICTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTyNnHOMY AnA
piten micyi.

Lium nigreepaxyio, wo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi
B NOBHIiii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 08.02.2024

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 08.02.2024

3aTBepaKyio

13:56
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JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20240208_Certificate_170000000710.pdf

HokymeHT BignpaeneHo: 13:59 08.02.2024

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

13:59 08.02.2024

€0OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA AAPHWULA
cTapluMid iHcneKTop-yNnoBHoBa)keHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipxu KEM/ELN: 13:59 08.02.2024

CraTtyc neperipku ceprudikarty: Ceptudikar aie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin
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