{+38044)207-73-04 ¥nosHoBaMeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

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

CepTudikar akocri / Ceprndikar ananisy Ne 170000026453

1. HaiimeHyBaHHA npogyxuyii: UATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka MicTMTL: aueTuncaniuunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGEHTUYHO A0 TEKCTY Ha kodeiny 30 mr; TabneTkn; no 6 TabneTok y KOHTYPHUX YapYHKOBWX YMaKOBKaX.
YNaKoBLi roToBoi NPoAyKLUii)) MapKyBaHHA yKPaiHCbKOK MOBOIO

2. Homep cepii: PAS40923

3. Poamip cepii: 148,143 T¥M

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHavueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 09.2023

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 09.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YMAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [TpAT
AinbHMLL BUPoGHULTBEA | KOHTPONIO AKOCTI; «(QapmaueBTUuHa dipma «fapHuua» 2a agpecolo: M Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AinbHuLYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauiinHoro noceigyeHHa NeUA/ES50/01/01 Bipg 28.04.2017
Ne478, 3i amiHamm

PeaynbTaTh aHanisy:

N° n.n. HalmeHYBAHHA NOKAZHWMKA Bumorm HWGHTﬂ“I‘I‘ PeaynbTaT aHaniay
1 onuc TabneTkW/ Gz «Oﬁwune‘égs;;b« bOPY 3 BKPanneHHAMK, Bianosigae

naockgiiAnpuIHGibopm _’ ADACKOIO | PUCKOIO, i3 3aMaXOM KaKao
2 laeHTUDiKaLin A Ha (: iz gfpﬂma'x\khrh[b'éé&s ZAHOTO PO3UMHY | PO3UMHY Bignosinae
nop i KinbKicHe BU3HaUeHHA", Yacy
yTpUy ﬁ amorkg teiHy, auemncamuunoam
Kucr

3 laeHTUDiKaLis B Peakiyisi A “ . Bignoeipae
; 181\ Y
4 OgHopigHIcTb AO30BaHMX OAMHULL  Bignosiga&e ?ﬁ*ﬂ ,'.‘@Y/Q 940. MpwiimanbHe yncno AV<15,0 % Bignosigae *
aueTUNCaniuMNoBa KUCNOTA L
5 CpgHopigHicTb go30BaHMX oAWHULL  Bignosigae Bumoram AdY, 2.9.40. MpuiimanbHe uncno AV<15,0 % Bignosigae *
napawetamon
6 OCpgHopigHicTb go30BaHMX oAWHULL  Bignosigae Bumoram ADY, 2.9.40. MpwiimanbHe uncno AV<15,0 % Bignosigae *
KodeiH
7 PoznagaHHA He Hinbwe 15 xB 4 xB
Ll H b1 oy
2 ) . )
8 4- awﬁa’q;euon %, He Ginowe 0,1 % Bianosipae *
~  KopotkoBa -
9 Camuunosa KpxaaHa 2 He Ginowe 3,0 % Bignoeigae *
= lNeopriiBHa =
10 PozynHer@iAl PRGOS = Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 3a 45 xB Bignosipae *
~ 00481212 -~
1" Posuﬁ{sHHn KodeiH o Bigpnosigae Bumoram ODY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
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Crop. 132
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Mpoposxenna CepridixaT axocti / Ceprudikar ananisy N2 170000026453

PosunHeHHA aleTuncaniyvnosa Bignosipae Bumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

BignoeigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrfrab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignoeigHo oo MKA N3

BignoeigHo oo MKA N3

Bignoeigae *

Bignoeigae *

237 mrirabn.

30,4 mrftabn.
182 mr/ratn.

Bianoeinae

Bianoeinae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo cepTndikauii:

* MepiogMyHiCTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBUi npu Temnepatypi He Buwe 25°C.

Llum nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynn npoeefeHi
B NOBHIiiA BigNOBIAHOCTI 3 BUMOraMK, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 30.09.2023

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

3aTBepaKyio

MNignucaHo enektpoHHuM nignucom: 30.09.2023  14:03

: o
TOKY MEHT

JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230930_Certificate_170000026453.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoA0OBIKEHHR)
00481212_20230930_Certificate_170000026453.pdf

HoxkymeHT BignpasneHo: 14:04 30.09.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

14:04 30.09.2023

€OPMNOY/IMH: 00481212

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

Yac nepesipku KEM/ELM: 14:04 30.09.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: keanigikosaHwin
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{(+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 ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000027515

1. HaiimeHyBaHHA npogyxuyii: UHATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka MicTMTL: auetTuncaniuyunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha kodeiny 30 mr; TabneTkn; no 6 TabneTok y KOHTYPHUX YapYHKOBWX YTMaKOBKaX.
YNaKoBLi roToBol NPoAYKLUIi)) MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PA1191023

3. Poamip cepii: 149,092 TY

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 10.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 10.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AiNbHULYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/ES50/01/01 Bipg 28.04.2017
Ne47 8, 3i amiHamn

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWKA Bumorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOPY 3 BKpanmneHHAMM, Bignosigae
NAOCKOLMAIHOPUYHOIT GOpMU 3 PaCcKoIo | PUCKOIO, i3 3aNaxoM Kakao

2 laeHTUDiKaLin A Ha xpomaT a2

RIAANOOOBYBAHOrO PO3UMHY | PO3UMHY Bignoeipa€

nopis 3p,u1| "KinbKicHe BU3HaueHHA", Yacu
yTpups ny, KodeiHy, auemncamuunoam
KUCAHOT ;h i nanam
3 laeHTUDiKaLis B Pe Bignoeipae
4 CgHopigHicTb AO30BaHMX oAMHULL  Bi I'Ipnﬁmanbue uncno AV<15,0 % Biagnosipae *
aueTUNCaniuMNoBa KUCNOTA

5 CgHopigHIcTh AO30BaHMX oAMHULL  Bignysi 2. § 40. MpwiAmansHe yucno AV<15,0 % Bignoeipae *

'E&Bm}mram nw‘

napawetamon A >
6 CgHOpigHIcTh QO30BaHMX OAMHULL  Bignosigdes rhmlam Hfb)’/ .9.40. NpwiAmanbHe uncno AV<15,0 % Bignosigae *
KodeiH
7 PoznapaHHAa He Ginowe 15 xB 3xB
Ll H gy -
2 ) . )
B8 4- awﬁa’q;euon %, He Ginowe 0,1 % Bianosipae *
~  KopotkoBa -
9 Camuunosa KpxaaHa =, He Ginowe 3,0 % Bignoeigae *
= lNeopriieBHa =
10 PozynHen@iAl PRGOS T Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 33 45 xB Bignosipae *
~ 00481212 -~
1 Posuﬁ{sHHn KodeiH & Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
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Mpoposxenna CeprudixaT axocti / Ceprudikar ananisy N2 170000027515

PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

BignoeigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignoeigHo oo MKA N3

BignoeigHo oo MKA N3

Bignoeigae *

Bignoeigae *

243 mrirabn.

29,3 mrftabn.
179 mr/ratn.

Bianoeinae

Bianoeinae

11. KomeHTapi:

12. YmoBn 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHicTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBui npu TemnepaTypi He Buwe 25°C.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 03.11.2023

MNib: Kopotkosa O.I.

MNMocapa: ¥noBHoBaXeHa ocoba

3aTBepaKyio

MNignucaHo enekTpoHHUM nignucom: 03.11.2023 08:32

G 1N\
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JoxymeHT nignucaHo y cepeici BuacHo (novarox)
00481212_20231103_Certificate_170000027515.pdf

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKeHHR)
00481212_20231103_Certificate_170000027515.pdf

HoxkymeHT BignpasneHo: 08:40 03.11.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

08:40 03.11.2023

€OPMNOY/IMH: 00481212

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

Yac nepesipku KEM/ELM: 08:40 03.11.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

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 ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000029195

1. HaiimeHyBaHHA npogyxuyii: UHATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka MicTMTL: auetTuncaniuyunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha kodeiny 30 mr; TabneTkn; no 6 TabneTok y KOHTYPHUX YapYHKOBWX YTMaKOBKaX.
YNaKoBLi roToBol NPoAYKLUIi)) MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PA1381123

3. Poamip cepii: 148,663 TYI

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 11.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 11.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AiNbHULYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/ES50/01/01 Bipg 28.04.2017
Ne47 8, 3i amiHamn

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWKA Bumormn HopmarT /haxymenmﬂ;;\ PeaynbTaT aHaniay

1 onuc Tabnetku ceitngbkOpAunesoro Hmi anneHHAMM, Bianosinac
NACCKOLMAIHA, oulﬁdﬁﬁq\.’:‘&; KOIO | ﬁa’c 10, i3 3aNaxoM Kakao

2 laeHTUDiKaLin A Ha xpomaTor

6 g ‘d) ‘. i po3UnHY Bignosigae
NOopiBHAHHA, ::Egﬁ i bKi m- M3Ha4YeHHA", JacK

YTPUMYBaHHS m napaveramony, Kodgf.fi b, emncamuunoam
KUCNOTH, BigNo ‘gﬂ* . M2I0Tb cniBnagaTy’ * ,

3 IneHTUdiKawis B Peakujin {c) Ha U A J18) \\/\’\\‘:/ Bianosipae
a ‘r”d "'I. . el
4 CgHopigHicTb go30BaHMX oAMHULL  Bignosigae Bumoram AdY, 2:544" T'Ipnmuanbne uncno AV<15,0 % Biagnosipae *
aueTUNCaniuMNoBa KUCNOTA
5 CgHopigHicTb go30BaHMX oAMHULL  Bignosigae Bumoram ADY, 2.9.40. MpuiimanbHe uncno AV<15,0 % Bignosigae *
napawetamon
6 CgHopigHicTb go3oBaHMX oAMHULL  Bignosigae Bumoram AdY, 2.9.40. MpuiimanbHe uncno AV<15,0 % Bignosigae *
KodeiH
7 PoznapaHHAa He Ginowe 15 xB 3xB
Ll H b1 -
2 ) . )
B8 4- awﬁa’q;euon %, He Ginowe 0,1 % Bianosipae *
~  KopotkoBa -
9 Camuunosa KpxaaHa =, He Ginowe 3,0 % Bignoeigae *
= lNeopriieBHa =
10 PozynHen@iAl PRGOS T Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 33 45 xB Bignosipae *
~ 00481212 -~
1 Posuﬁ{sHHn KodeiH & Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
‘auo y B“
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12 PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
KMCNOTa

13 MikpobionoriyHa uncroTa BignoeigHo no MKA N3 Bignoeigae *
14 KinbKicHe BM3HayeHHA AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab 236 mriTatn.
15 KinbKicHe BM3HayeHHA KogweiHy 28,5 - 31,5 mrfrab 31,5 mrftabn.
16 KinbKicHe BU3Ha4YeHHA Mapauetamony 171 - 188 mr/rab 178 mriratn.
17 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae
18 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBn 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHicTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBui npu TemnepaTypi He Buwe 25°C.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 08.12.2023

MNib: Kopotkosa O.I.

MNMocapa: ¥noBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 08.12.2023  09:01

3aTBepaKyio
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JoxymeHT nignucaHo y cepeici BuacHo (novarox)
00481212_20231208_Certificate_170000029195.pdf

Crop. 232



JokymeHT nignucano y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231208_Certificate_170000029195.pdf

HoxkymeHT BignpasneHo: 09:02 08.12.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

09:02 08.12.2023

€OPMNOY/IMH: 00481212

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

Yac nepesipku KEM/ELM: 09:02 08.12.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin




Appeca 02093, M, KW, syn. Gopwcninocosa, 13

Tan. /Qaks: (+38044)566-68-76 MpuwhMancha
nan uug (+38044)207-73-41 Bingln KOWTPQMO RKOCTI

{+38044)207-73-04 Ynomnogameda ocoba 3 sxoctl

(+38044)207-73-27 YnosHosamena ocoba 3 dapmawcHarnaay

i llll

Ceprudikar akocri / CepTudikar ananizy Ne 170000027295

1. Haiimenypanua npogywuii; UUTPAMOH-AAPHULIA

(Ha3ea, cuna plifakTuenicTe, Nikapceka popma Ta 1 TabneTka MicTuTs: aueTuncaniymnosoi Kuchoth 240 mr, napayevamony 180 wr,
PO3MIp ynaxkoaku ([NEHTHYHO A0 TEKCTY Ha xodeiHy 30 Mr; rabnevku; no 6 TabneToK y KOHTYPHUX Y2PYHKOBUX YNaxkoska
ynakosui rotosol npogyxuli)) MapkyBaHHs YKPaTHCbKOIO MOBOIO

2. Homep cepil: PA1131023

3. Poawmip cepit: 149,058 TV

4. Kpaina-aupobuux: YKpaina

5. Hafimenysannn spainm / xpaid npnaHavenHs Yxpaina

Ann cepii:

8. Homep peecTpayiilHoro nocsiguenHn: NeUAMBS50/01 /01

7. fiava supofiHnyrsa: 10.2023

8. Aara saxiHyenks Tepminy npugamvocti 10,2026
(micaup i pik, nicna Akoro N3 He 3acTOCOBYETLCR):

9. Haasa, appeca Ta nomepu niuenslis sclx BUPOGEHD, BKNIDUAIDYY YNIAKOBKY/MADKYBAHHA T KOHTpOAb AKOCTI Ha MpAT
AlnbHuLyb BUpoGHNLYTE | KOHTPONW AKOCTL; «DapmauesTuuHa dipma «flapuisus» 3a agpecoio: M Kuia, eyn, Bopikcninsbcbra,
Ceprndixamn signosignocri GMP seix 13;

AiNbHUYD: niuenaia AB N2588088;
celaoyTso npo atecrayio naboparopiia BKA N2 128;
ceprudikar GMP Ne 072/2023/GMP
10. Ananis suxonauwit srigho: MKA N3 o pecctpayifinoro nocsiguenna NPUA/G550/01/01 ein 28.04.2017

Ned 78, at amiHamum

PeayneTaTu ananiay: //’ﬁm

NN HaliMeHYRRHHA NOARHINKE Bumorw u?ﬁul%l oliwun@\ PesynwTar ananlzy
1 Onuc Ta&ne'rn WHeRard KGNBOTY ¢ BKPANNEHHAMH, Blanosigac

NACCKO tbopuu I\ PreKoio, I3 3aNaxXoM Kakao
2 IgenTidirayin A Ha xpomaibipd : uorc];ﬁq yusy | pOUMHY Bianoelnae
nopiBHARH I’K}’ @ BUIHAUEHHA", Jacl

KucnoTi, RingelgHo, MaoTL c\gib/uéqﬁr
3 laermudikauis B Peakijin (c) warpain! 8 !‘ﬁ\\_\ Bignosinae

aipa w0

4 OpHOPIgHICTL 10308aHMX ogukMue  Blgnoalnae sumoram DY 5.40. Mpwimanche wucno AV=16,0 % Blianorigae *
AULTMACARILMNOBA KWCNOTA
5 OnHOPIAHICTE [03083HMX OAMHWUE  Bignosigae sumoram AGY, 2.9.40. Npuiimanste udcno AV<15,0 % Bignoslgae ™
napaceTamon
6 OnHOpIAHICTL [03083HMX OAWHWLS  Bianoelnae sumoram A0V, 2.9.40. Npuamanche uucno AVs15,0 % Bianoeigae *
Koein
7 Poznmm-mp“ wni, He Giniwe 15 x8 Ixe
<
g 4-aulﬁ3¢enon 6‘9,_ He Ginswe 0,1 % Bignoalgae *
-.I‘ KopoTkoRa -
2 Caniuwloea Dxoaea » He Sincwe 3,0 % Bignoninae *
= FeopriigHa =
10 Pogmnemw = Blanosinae sumoram 4OY, 2.9.3 npu Q=75 % 32 45 xs Bignoeigae *
p 00481212 -
1 Pos w’i’;;nun Kopein o Bigriosigac Bumoram IOV, 2.9.3 npu Q=75 % 32 45 x= Bignosinae *
f.

™
Cang y 8®

Crop. 132




Mipopowmxennn Ceprndirar muoc / Coprudinar ananisy N 170000027295 lmlmmmlmml

12 Po3uuHenHa aueTwncaniyungea Bipnoainac aumoram AOY, 2.9.3 npu Q=75 % 22 45 xa Bignosigac *

13 bmﬁzgonomma YHCTOT BianosigHo go MKA N3 Blanosigae *

14 KinsudcHe snamavenun Auetuncaniumnoeo! xuenomu 228 - 252 mritab 244 wrivabin.

15 KinskicHe emanavetn KotheiHy 28,5 - 31,5 mrirab 31,4 mrirabn.

L[] Kinbkicre Bu3HauenHn Mapaueramony 171 - 189 mrirab 173 mrhradn,

17 ¥Ynakosxa BignosigHo ao MKR N3 Bianoeigae

18 MapicyaaHa Bianceigho ao MKA A3 Bianoeigae

11. Komenrapi: * Nepiogwumilens KonTponis & kommiii 10 cepil

12. Ymonw sGepiranun: B opurinanbhii ynakoeyl npu TeMneparypi He suuwe 25°C.

13. 3anea npo ceprudixanio: L nigreepmxyio, wo sci Bupobunui crapll ann uier cepit rotosol npogyruil 6ynu npobegesi

fOBHIA BIRNOBIGHOCTI 3 BUMOraMu, BCTAHOBNEHUMH B YUHHOMY KeplbtnuTei no GMP,
JaTeeppKeHoMy MiHicrepcTaom oxopori 3opoe’s Yrpainw, | 2 sumoramm peecTpayiinore

ACCLE KpaiHW fpUaHaYeHHA

Cepin gossonsns go peanizayli / siasanrmoxemns 3 26.10,2023

3aTsepmuyio
Mb: Kopoatrosa O.I",

Nocaga: YnosHosameHa ocoba

Nignucano enexTporHum nigncom: 28.10.2023  09:01
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Aoxyment nianucano y cepsici Buacsio (novarok)
00481212.20231026_Certificate.170000027295.pdf
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{(+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 ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000029189

1. HaiimeHyBaHHA npogyxuyii: UHATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka MicTMTL: auetTuncaniuyunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha kodeiny 30 mr; TabneTkn; no 6 TabneTok y KOHTYPHUX YapYHKOBWX YTMaKOBKaX.
YNaKoBLi roToBol NPoAYKLUIi)) MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PA1321123

3. Poamip cepii: 149,676 TYI

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 11.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 11.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AiNbHULYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/ES50/01/01 Bipg 28.04.2017
Ne47 8, 3i amiHamn

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWKA Bumorm HopmarnW PeaynbTaT aHaniay
b .Y o
1 Onuc TabneTku cBiTNO£CAHUHEBOro KoskA "3 BKpanneHHAMK, Bignoeipae
nAoCKoLMAiHapN ! |¢0p}hl.i Bicbac%u{’ EMCKOI0, i3 3aNaxoM Kakao
2 laeHTUDiKaLin A Ha XpomMaTorpand &mﬂpéﬁhﬁyﬂﬁl}l&% f.am HY | pO34YnHY Binnosinae

¥yp 1( AbKICHE BU3HaUeHHA", Yacu
f @ aﬁ _(ngne'l-;y uemncamuunoam
KMCNOTH, BIABOSIT HO, M2I0Tb cmanap,am = _,

3 laeHTUDiKaLis B Peakuia (c) Ha\LY Bignoeipae
a3 3 3 \ o < /
ﬁ it ‘\f MmanbHe yncno AV<15,0 % Bignoeipgae *

,

4 OgHopigHicTb Jo30BaHMX oaMHWLL  Bignosigae BHMOT
aueTUnCcaniumnoBa KUCNoOTa

5 CpgHopigHicTb go30BaHMX oAMHULL  Bignosigae Bumoram ADY, 2.9.40. MpwiimanbHe uncno AV<15,0 % Bignosigae *
napawetamon
6 CgHopigHicTb go3oBaHMX oAMHULL  Bignosigae Bumoram AdY, 2.9.40. MpuiimanbHe uncno AV<15,0 % Bignosigae *
KodeiH
7 PoznagaHHA He Hinbwe 15 xB 4 xB
Ll H b1 -
2 ) . )
B8 4- awﬁa’q;euon %, He Ginowe 0,1 % Bianosipae *
~  HasapeHko -
9 Camuvnosaviagiar-a =, He Ginowe 3,0 % Bignoeigae *
= BikTopieHa =
10 PozynHer@iAl PRGOS T Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 33 45 xB Bignosipae *
~ 00481212 -~
1 Posuﬁ{sHHn KodeiH & Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
‘auo y B“
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13

14
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17

18

Mpoposxenna CeprudixaT axocti / Ceprudikar ananisy N¢ 170000029189

PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

BignoeigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignoeigHo oo MKA N3

BignoeigHo oo MKA N3

Bignoeigae *

Bignoeigae *

245 mrirabn.

31,0 mrfTabn.
183 mr/Tatn.

Bianoeinae

Bianoeinae

11. KomeHTapi:

12. YmoBn 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHicTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBui npu TemnepaTypi He Buwe 25°C.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 30.11.2023

Mib: HazapeHko M.B.

MNMocapa: ¥noBHoBaXeHa ocoba

3aTBepaKyio

MNignucaHo enektpoHHuM nignucom: 30.11.2023  14:20

qu

YIJ1H
—

L
—

S
.

JoxymeHT nignucaHo y cepeici BuacHo (novarox)
00481212_20231130_Certificate_170000029189.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKeHHR)
00481212_20231130_Certificate_170000029189.pdf

HoxkymeHT BignpasneHo: 14:50 30.11.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

14:50 30.11.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA AAPHWULA
CTapluMid iHCcNeKTop-YNOBHOBaXeHa ocoba: HasapeHko MapiaHHa BikTtopieHa

Yac nepesipku KEM/ELM: 14:50 30.11.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000005931 500009F4A0000

Tun nignucy: kBanigikosaHwin




=

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 sKoCT
(+38044)207-73-27 YnosHoBaXeHa ocoba 3 dapmakoHarnagy

Appeca 02093, M. Kuis, syn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 Mpuitmansha
Q Q p H u u (+38044) 207-73-41 Bigain KoHTponk AKOCTI

Ceprudikar sakocti / Ceptudikar ananisy Ne 170000029187

1. HalimeHyBaHHs npogyxkuyi: LUUTPAMOH-OAPHULA

(Ha3ea, cuna piifakTUBHICTb, Nikapcoka dopma ta 1 Tabnerka MicTuTb: aueTuncaniyunosoi kKucnoTy 240 mr, napauetamony 180 wmr,
PO3MIP ynakoeku (ifEHTUYHO A0 TEKCTY Ha KodeiHy 30 mr; Tabnetku; no 6 TabneTok Y KOHTYPHUX YapyHKOBWX YMakosKax.
ynakosUi roTosoi npogykuii)) MapkyBaHH# ykpaiHcbKolo MOBOIO

2, Homep cepil: PA1301123

3. Poamip cepii: 147,827 YN

4, Kpaina-BUpo6HuK: YKpaiHa

5. HailmenyBaHHA KpaiHu / KpaiH npusHaveHHn YKpaiHa

Ans cepii:

6. Homep peecrpauiiiHoro nocsigueHns: NeUA/6550/01/01
7. Bata Bupo6HUMUTBa: 11.2023

8. lata sakiHueHHA Tepminy npupatHocTi 11.2026

(micaus i pik, nicna akoro N3 He 3aCTOCOBYETLCA);

9. Hasea, afgpeca Ta Homepu niyensiii Bcix BUPOD/IEHO, BKIOUAOUMN YNaKOBKY/MapKyBaHHS Ta KOHTpONb AKocTi Ha [pAT
BiNbHUUbL BUPOGHULTEA i KOHTpOno AKOCTI; «®apmauesTuyHa dipma «HapHuusa» 3a afpecow: m Kuis, BYn. bopucninbebka,
Ceprudikaru BignosigHocti GMP Bcix 13;

RiNbHUUB: niueHsia AB Ne598086;

CBijOUTBO Npo aTecTaLiio naGopartopiit BKA Ne 128;
ceptudikat GMP Ne 072/2023/GMP

10. Ananis BukoHaHuii srigHo: MKA 13 po peectpauifinoro nocsiguenna NeUA/6550/01/01 Bin 28.04.2017
Ne478, 3i smiHamu

PesynbraTtu aHanizy:

N¢n.n.  HalmeHyBaHHA noKasHuka Bumorn HopmaTuBHOT foKymeHTawji PesynbtaT aHanisy

1 Onuc TabneTku CBiTNO-KOPUYHEBOrO KOJNbOPY 3 BKpanneHHAMMN, Binnceigae
NAOCKOUUAIHABPUYHOT GopMU 3 dacKoo i pUcCKolo, i3 3anaxom Kakao

2 lnentudikauia A Ha xpomatorpamax sunpo6osysaHoro pO34KHY i po3unHy Bignosigae

NOPIBHAHHA, OfiepxaHnX y posaini "KinbkicHe BuzHauenHsa", yacu
YTPUMYBaHHA Nikis napaueramony, KodeiHy, aLeTuncaniyunosoi
KWCnoTy, BifNosigHo, MakTb chiBnagartm

3 |lnenTudikauia B Peakuin {c) Ha yutpaTn Binnosinae
4 OpHopigHicTb fo30BaHMX oavHWUbL  Bignosinae Bumoram JOY, 2.9.40. MpwitmanbHe yucno AV<15,0 % Bipnogigae
aueTuncaniumnosa KucnoTa
5 OpHopigHicTb fO30BAHUX OAMHULb Binnosigae sumoram A®Y, 2.9.40. MpuiMansbHe yucno AV=15,0% Bignosigae
napaueTtamon
6 OpHopigHicTb f030BaHUX oAUHULL Bignoeigae sumoram JOY, 2.9.40. MpuiiManere yncno AV=15,0 % Bianosinae
Kodei
7 Po3na,anHfQ oHHuy He 6inblwe 15 x8 3xs
{\z\‘- IA?’}
8 4-amiffoderon A He 6inbiwe 0,1 % Bignosigae
~  KopoTkosa -
9 Camiumnosa Kdkganaa Z He 6inbwe 3,0 % Bianoginae
= eopriieHa e
10 PosuvHer@A PIFRWS (#Man = Bianosigae sBumoram JOY Binnogigae
e 00481212 < S
11 POBHL&$HHH KodeiH o° Bianogigae Bumoram 10Y, AN P 32 o P Bianoeigae
4 <.
Cano y gu?
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13

14

15

16

1&

18

NpopoexenHa CepTudikar Akocti / CepTudikat aHaniy Ne 170000029187

Po3suMHeHHA aueTUncaniyunoea Binnoeigae sumoram JOY, 2.9.3 npu Q=75 % 33 45 x8

Kmcnota
Mikpobionoriuna uncroTa

KinbKicHe su3HaueHHs
KinbkicHe BU3Ha4YeHHA
KinbkicHe BU3Ha4YeHHA
Ynakoska

MapkyBaHHA

BignosigHo no MKA 13

Auetuncaniuunosoi kucnotu 228 - 252 mr/Tab
Kodeiny 28,5 - 31,5 mr/1ab

Mapauetamony 171 - 189 mr/tab

BigrnosigHo go MKA 113

BignoeigHo ao MKA 13

A

Bianoeinae
Bignoeipae
243 mrfrabn.
30,8 mr/rabn.
180 mr/Tabn.
Bignosinae

Binnosinae

11. KomenTapi:

12. YmoBwu 36epiraHHn:

13. 3asea npo cepTudikauito:

bes KomeHTapiB

B opwriHanbHii ynakoeui Npu Temnepatypi He sAlle 25°C.

Lum nigTeepaxyto, Wo Bci BUpo6HWUI cTanii anA uiei cepii rotosoi npoayKuii 6ynn nposeaeHi
B NOBHIl BigNOBIAHOCTI 3 BUMOTaMK, BCTAHOBIEHUMW B HUHHOMY kepisHMUTEIi Nno GMP,
3ateepreHoMy MiHicTepCTBOM OXOPOHU 300poB’A YKpaiHu, i 3 BUMoramu peecTpauinHoro

JOChE KpalHW NpuU3HayeHHA

Cepia no3sonexa Ao peanizayii / BiABaHT2XKeHHA 3 08.12.2023

MiG: Kopotkosa O.I.

Mocapa: YnosHopaxeHa ocoba

3arBepaxyro

MignyucaHo enekTPOHHKUM NiannMCcom: 08.12.2023 08:45

JIoKyMeHT nignucaHo y cepsici ByacHo (noyaTok)
00481212_20231208_Certificate_170000029187.pdf
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{(+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 ug (+38044)207-73-41 Bippin koHTponic AkocTi

Ceptudikar akocri / Ceprudikar ananisy Ne 170000029190

1. HaiimeHyBaHHA npogyxuyii: UHATPAMOH-QAPHWLIA

(HazBa, cuna fii/akTMBHICTL, Nikapceka ¢opma Ta 1 TabneTka MicTMTL: auetTuncaniuyunosol kuanot 240 wmr, napauetamony 180 mr,
pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha kodeiny 30 mr; TabneTkn; no 6 TabneTok y KOHTYPHUX YapYHKOBWX YTMaKOBKaX.
YNaKoBLi roToBol NPoAYKLUIi)) MapKyBaHHA yKpaiHCbKOK MOBOIO

2. Homep cepii: PA1331123

3. Poamip cepii: 149,806 TYI

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/6550/01/01
7. Bata supoGHulyTBa: 11.2023

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI 11.2026

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHo, BKIOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHULL BUPoGHULTBA | KOHTPONIO AKOCTI; «(QapmaueBTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

AiNbHULYb: niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;
cepTugikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/ES50/01/01 Bipg 28.04.2017
Ne47 8, 3i amiHamn

PeaynbTaTk aHanisy:

N°n.n. HaiAmMeHYBAHHA NOKAZHWKA Bumorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOPY 3 BKpanmneHHAMM, Bignosigae
NAOCKOLMAIHOPUYHOI ¢opMH 3 ¢aCKO|o i pUCKOIO, i3 3aNaxoM Kakao
2 laeHTUDiKaLin A Ha xpomaTorpamax BUHTEO -':' =T p03l-w|Hy| PO3UMHY Bianosipae
NOpIBHAHHSA, ypuznm‘i”' BicHe BU3HauYeHHA", YacK
YTpUmyBaHHA K8 ; auemncamuunosm
KUCNOTH, Bif
3 laeHTUDiKaLis B Peakuia (c) Bignoeipae
4 CgHopigHicTb go30BaHMX oAWHULL  Bignosigae BlanbiE . bHe yncno AV<15,0 % Bignosigae *
aUeTUNCaNiLMNOBa KUCIOTA 4 /%
5 CgHopigHicTb go30BaHMX oAWHULL  Bignosigae BUMGIE sdnbHe uncno AV<15,0 % Bignosigae *
napaueTamon 4 d” g 7
6 CgHopigHicTb go30BaHMX oAMHULL  Bignosigae Bumoram [ 20 -"“‘e-f‘lﬁnﬁmanbue uncno AV<15,0 % Bignoeipae *
KodeiH
7 PoznapaHHAa He Ginowe 15 xB 3xB
Ll H gy -
2 ] . )
B8 4- awﬁa’q;euon %, He Ginowe 0,1 % Bianosipae *
<  KopoTkoBa -
9 Caﬁi‘uunoaa eaara E He Ginowe 3,0 % Bignoeigae *
= lNeopriieBHa =
10 PozynHen@iAl PRGOS T Bignosigae sumoram OOV, 2.9.3 npu Q=75 % 33 45 xB Bignosipae *
~ 00481212 -~
1 Posuﬁ{sHHn KodeiH & Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *

7 2%
‘auo y B“
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Mpoposxenna CeprudixaT axocti / Ceprudikar ananisy N2 170000029190

PosunHeHHA aleTuncaniyvnosa Bignosinae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB

KMCNoTa
MikpobionoriyHa uncroTa

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

BignoeigHo oo MKA N3

AleTuncaniyunoeoi Kucnotu 228 - 252 mrftab
KogweiHy 28,5 - 31,5 mrfrab

Mapauetamony 171 - 188 mr/rab

BignoeigHo oo MKA N3

BignoeigHo oo MKA N3

Bignoeigae *

Bignoeigae *

237 mrirabn.

28,6 mrftabn.
178 mr/ratn.

Bianoeinae

Bianoeinae

11. KomeHTapi:

12. YmoBn 36epirannn:

13. 3anBa npo ceprndikauiiw:

* MepiognyHicTb KOHTRONIC B KoHIA 10 cepii

B opuriHanbHiin ynakoBui npu TemnepaTypi He Buwe 25°C.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHiil BiANOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro

AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauii / BigBanTaxeHHn 3 08.12.2023

MNib: Kopotkosa O.I.

MNMocapa: ¥noBHoBaXeHa ocoba

3aTBepaKyio

MNignucaHo enekTpoHHUM nignucom: 08.12.2023  13:37

JoxymeHT nignucaHo y cepeici BuacHo (novarox)
00481212_20231208_Certificate_170000029190.pdf

Crop. 232



JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231208_Certificate_170000029190.pdf

HoxkymeHT BignpasneHo: 13:39 08.12.2023

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

13:39 08.12.2023

€OPMNOY/IMH: 00481212

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

Yac nepesipku KEM/ELM: 13:39 08.12.2023

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF450400000057150000053B0000

Tun nignucy: kBanigikosaHwin




Anpeca 02093, m. Kuie, syn. Bopucninbcbra, 13

Ten. /Oakc: (+38044) 566-68-78 Mpwitvanbka

(+38044)207-73-41 Bigain KOHTPONIO AKOCTI

(+38044)207-73-04 YnosHoBaKeHa ocoba 3 akocti Y

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

Ceprudixat akocti / Ceprudikar aHanisy N2 170000001126

1, HaiimeHyBaHHA NPOAYKUIL: UMATPAMOH-OAPHULA

(Hassa, cuna Ali/akTMBHICTY, NiKapcoka dopma ta 1 Tabnetka mMICTUTL! aueTuncaniyunogoi kucnotu 240 mr, napatieramony 180
pO3MIp YNaKoBKY (IAEHTUMHO [0 TEKCTY Ha mr, kopeiny 30 mr; TabneTku; no 6 TaBNETOK Y KOHTYPHIX YapyHKOBUX
ynaKosui roTosol NpogayKuii)) ynakosKax. MapKysaHHA yKpaiHCbKoio MOBO

2. Homep cepii: PAB0124

3. Po3mip cepii: 148,691 TYN

4. KpaiHa-BMpoGHUK: YkpaiHa

5. HalimeHyBaHHA KpaTHU | kpaiH npuaHavyeHHs YKpaiHa

AnA cepii:

6. Homep peecTpauiliHOTO NOCBif4EHHS! NeUA/6550/01/01
7. DaTa BupoBHULTEA: 01.2024

8. flaTa 3aKiHueHHA TepmiHy NpuaaTHocTi 01.2027

(micaub i pik, nicna Axoro J13 He 3aCTOCOBYETBLCA):

9, Hasea, agpeca Ta HoMepy niueH3in BCiX BUpOONEHO, BKNIOHaYM ynakoBKy/MapKyBaHHA Ta KOHTPOsb axocTi Ha MpAT
AiNbHULb BUPOGHVLITBA | KOHTPOIO AKOCTI; «DapmaiesTiuHa gipMa «fapHuua» 3a aapecolo: M Kuig, Byn. bopucninbcbKa,
Ceptudikaru sipnoignocti GMP Bcix 13;

AinbHUUDB: niyeHzin AB Ne598086;

ceigouTBO Npo atectawjio naGopatopii BKA N2 128;
ceprudikat GMP Ne 072/2023/GMP

10, AHanis BUKOHaH WA 3rigHo! MKA N3 go pesctpaljiiiHoro nocBiA4eHHA NeUA/6550/01/01 sin 28.04.2017
Ne478, 3i 3miHamm

Pesynbratu aHanisy:

N¢ n.n.  HalimeHysaHHA NOKasHWKa BUMOr HOPMaTUBHOT AOKYMeHTauil PesynbTat aHaniay

1 Onuc TabneTkn CaITN0-KOPUYHEBOTO KONBOPY 3 BKPANNEHHAMIA, Bianoeinae
nnocKoUUAiHAPUYHOT GopMU 3 dackoto | pucKaoio, i3 3aMaxom Kakao

2 lgeHTudikauia A Ha xpomarorpamax amnpoﬁosysaHoro PO3UKHY | poaumuy Bipnosinae

NOpIBHAHHA, OfEPKaHUX Y posgini "KinbkicHe BU3HadeHHA", vacn
yTpUMysaHHa Nikie NapaueTamony, Kodeiny, aueTuncaniunnosol
KUCNOTH, BignosigHo, MaloTb CniBnanaTu

3 lpeHTudikauia B PeakLjis (c) Ha uMTRaTK Binnosinae
4 OpHopiAHICTb Ao30BaHUX OAMHMLE  Bignosigae aumoram 0V, 2.9.40, MNpuimanshe yncio AV 509% Bignoeigae ™
aueTMncaniuMnoBa KucnoTa
5 OpHopiaHicTb fO30BaHUX OfUHULbL Bipnosinae sumoram AOY, 2.9.40. NMpuitManbHe Yncno AV<15,0% Bignosipae *
napaueramon
6 OaHopiAHICTL A030BaHUX OAVHULb Bianosigae Bumoram AOY, 2.9.40. NpuitmancHe 4ucno AV<15,0 % Bignosinae *
KobeiH
7 Posnagatinna He 6inbwe 15 x8 et 4 XBunuhK
\(‘(pgll FEM G B A i
8 4-amingderon e He Ginbwe 0,1 % ik 2+ “Bipnosipae *
< f i N
KopoTKoRa - f L v oW
9 Carnuwnoaa %:}?2 " He 6inbwe 3,0 % { o Pn,w ,BF nosigae "
onurumm - - 2 - ’%/J ‘b’?& &
10 PosunHeH n = Bi ae sumoram QOY, 2.9.3 Q= 75 Q/ 4 -E'él‘IOBI e”
3*‘-& Ttﬁﬁﬂ:@lﬁ‘?m = anoeinae eumoram 2. npu o 3a n;?!q/%' 2 aa
:\ J LV
14 Poaum&eHHQQo@ma'] 2 Binnosinae Bumoram AGY, 2.9.3 npu Q= ?5 % aa 45 x8. __,/a V janosinae *
. i
n s
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MpoposxeHHA CepTudikar akocti | CepTudikar ananisy N2 170000001126

PoaurHeHHs aleTuncaniuunosa
KnCnoTta
MikpoGionoriyHa yncroTa

KinbKicHe BU3HaUYeHHA
ayeTuncaniyunosol KKUcnoTu
KinbKicHe BU3HaYEHHA KODETHY

KinbKicHe BU3HaYeHHA
napaueramony

YnaxkoBKa

MapkyBaHHA

Bianosigae sumoram OOY, 2.9.3 npu Q=75 % 3a 45 xs

BignosigHo o MKA N3
228 - 252 mrfrab

28,5 - 31,5 mr/rab

171 « 189 mr/tab
Bignosigro go MKA N3

Bipnosigro oo MKA N3

AT

Bignosigae *

Bignosigae *
239 mr/rabn.
29,8 mr/rabn.
181 mr/Tabn,
Bignosinae

Bignosinae

11. KomeHTapi:

12. Ymosu 36epiraHHs:

13. 3anasa npo cepTudikauiio:

*MepioanuHicTs KoHTpomio B koxHin 10 cepil

B opwriHanbHiil ynakosui npu TemMnepatypi He sule 25°C.

LUum nigreepaxyto, Wwo sc BUpoGHUYI cTapii ana uiel cepil rotosol NpoayKuil Bynu npoBejeHi

8 NOBHIK BiANOBIGHOCTI 3 BUMOraMu, BCTAHOBEHUMK B HAHHOMY kepisHuyTei no GMP,
3aTeepakeHomy MiHicTepcTBOM OXOPOHU 3nopos'A Ykpaiuy, | 3 sumorami peectpauifiioro
[OCbE KpalHy Npu3HaveHHA

Cepina po3eonena fo peanisayil / BigsaHTaXkeHHA 3 02.02.2024

Mib: Kopotkora O.I.

Nocapa: YnosHoBaweHa ocoba

Mignucano enekTpoHHUM nignucom: 02.02.2024

3aTBepAXyHw

13:50
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DokyMmeHT nignucaHo y cepeici BuacHo (nouyaTok)
00481212_20240202_Certificate_170000001126.pdf

Crop.232




FloKymeHT nignucano y cepsici BuacHo (NPOfOBKEHHA)
00481212_20240202_Certificate_170000001 126.pdf

JloKkyMeHT BignpasneHo: 13:52 02.02.2024

BnacHUK AOKYMEHTY

EneKTpOHHUWIA nignuc

13:52 02.02.2024

€4PNOY/INH: 00481212

lop. Hassa: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA GIPMA LAPH nud
cTapLuMid IHCMeKTOP-YNOBHOBaXEHA oco6a: KopoTkosa OxcaHa [eopriisHa

Yac nepesipkv KEMN/ELM: 13:52 02.02.2024

Cratyc nepesipku cepTudixaTy: CepTudikar aie

Cepliinuit Homep: 32BA6ADAB780FF45040000009715000005380000

Tun nignucy: keanidikoBaHWiA




(+38044)207-73-04 YnosHOBaKEHa 0C06a 3 AKOCTI
(+38044)207~73-27 YnosHoBaXeHa 0¢o6a 3 PapmakoHarnsgy

Afpeca 02093, ‘M. Kuig, Byn. bopucninscska, 13
Ten./®ake: (+38044)566=68=78 [puimancHa
(+38044)207=73=41 Bigain KOHTPONH HKOCTI
0

Ceprudikar akocri / Ceprudikar aHanisy Ne 170000003865

1. HanmenyBanHs npogykuii: ’ LATPAMOH-OAPHMLIA

(Hasea, cuna alifakTueHicTs, nikapcbka Gopma Ta . 1 TabneTKa MICTUTB: aueTuncaniyunosoi kucnotu 240 wr, napaveramony 180
pPO3Mip yNaKkoBKW (IfeHTUYHO [0 TEKCTY Ha Mr, KogeiHy 30 mr; Tabnetku; no 6 1abneToK y KOHTYPHIUX YapyHKOBUX
YMaKkoBLi roToBOI NMPogyKLir)) yriakoskax. MapKyBaHHs YKpalHCbKOK MOBOIO

2. Homep cepil: PA280324

3. Poamip cepii: 148,647 TYN

4. Kpaina=BupobHukK: , ' o Ykpaida

5. HalimMeHyBaHHA Kpainn / Kpald npuzHavenns YkpaiHa

Ans cepii: - :

6. Homep peecrpaniiiHoro noceigyenHs: NeUA/6550/01/01

7. Bata supoGHNTEA: 03.2024

8. [laTa sakiHyeHHA TepmiHy npugaTHocTi 03.2027

{Micayp i-pik, nicns akoro /13 ve 33CTOCOBYETHCH):

9. Hazea, agpeca Ta Homepu nileHsiii Beix BUPOBIeHo, BKIIOUAIOUU YIaKOBKY/MapKyBaHHA Ta KOHTPOMb AKOCTI Ha fTpAT
AiNbHNLD BUPOGHULITBA | KOHTPONIO AKOCTI] «QapmaliestuuHa dipma «[apHuuay 3a.agpecoio: M Kuis, BYN. bopuchinesceka,
Ceprudikarn signosigHocti GMP gcix - 13; niyensia AB:Ne598086; ¢igoLTBo Npo aTecTaliio nabopatopiit BKA Ne 128:
BinbHMLL: ' ceptudikat GMP Ne-072/2023/GMP

10..AHanis BUKOHaHWt 3rigHO: MKA N3 no peecrpayiiitioro nocsiguenns NeUA/6550/01/01 sin 28.04.2017

Ne478, 3i smiramu

Pesynbratu aHanisy:

Nem.n. . HalimeHyBaHAa nokasHuka Bumoru HopmaTuBHOI flokyMeHTauii Pesynbrar ananizy

1 Onuc TabneTku CBITNO-KOPUUHEBOTO KONbOPY 3 BKPatieHHAMM, Binnoeipae
MAOCKOLMITHAPUYHOT PopMi 3 Gackow | pUCKoK; i3 33MaxomM Kakao

2 InenTudikauis A Ha xpomarorpamax BUNpoGoByBaHoro posumiy i PO3HURY Bigriosigae

NOPIBHAHKA, ofepxaHuxy posgint "KinbkicHe anzsavenHs”, dac
YTpumyBaHHA Mikie napaueTtamony, KodeiHy, aleruncaniiunosor
KNENoTy, BIAMOBIOHO, MakTh chisriagaty

3 lnenTudikauis B Peakuis (c) Ha yurpati Bignosigae
4 OnHopiAHICTE {O30BaHIX 0aWHKLE ~ Binnosigae sumoram JOY, 2.9.40. MNpuiimanbHe Yucio AV<15,0%  Bignosigae *
aueTwicaniunnosa KiicnoTa ;
5 OnHopiaHicTs fo30BaHX OfVHMLE  Bigrosigae sumoram JOY, 2.9.40, MpuliMansHe uucno AV=15,0 % Bignosigae *
napaueramon
6 OpHopiaHicTs fososanux ofuHuuE  Bignosigae suiMoram JOY, 2.9.40, MNpuivansue yncno AV=15,0 %  Bignosigae *
Kodein
7 Posnanasus He 6inblue 15 xs 4 .x8.
8 4-aminodedon He Ginswe 0,1 % ' Bigriogigag *
9 Caniynnosa grenidvar . . He Ginswe 3,0 %
o5 fz,
1 & i i 9. =759
0 Pos;w%m@&gggé%@%mn “ Bignosinae sumoram 4OV, 2.9.3 npu Q=75 % sa 45 xa
o Okpag - ) X —
11 PO?‘MHEHHEH KOPEIH o7 Binnosigae sumoram JOY, 2.9.3 npun Q=75 % 3a 45 Xz
- SOLTHBKS -
l S -
12 Pozﬁww%&%%@%ﬁ%ﬁﬁmoﬁa Bignosigae sumoram JOVY, 2.9.3 npw Q=75 % 3a 45 xe
Kicrigra WO4BTZIZ "
%2 o ,
13 MiKpO@‘?@}?QriHHa umc*rog@%" Bigriosinso go MKA J13

‘7‘3}“} ¥ B




Mpopoexenna Ceprudikar akocti / Ceprudikat ananizy Ne 170000003865 m l"Illm]I”l”m"ul”"l”mml " m

14 KinsKictie BU3HavenHs 228 - 252 mritat 231 mr/1a6
ateTnncaniumnosor KUEnoTm

15 KinbkicHe Br3HateHHA KodelHy. 28,5+ 31,5 mrfrab 29,3 mrfrab

16 KinbkicHe BusHayeHis: 171 - 189 wmrira6 : 183 farfrab
napatjeTamony. .

17 Yriakoska BigriosigHo o MKA J13 Bigriosigae

18 MapkyBsaHHa Bigriosigno fo: MKA J13 Biarosigae

14, KomeHnTapi:

12. Ymosu 36epiraHHﬂ:

13. 3asia npo ceprudikauyiio:

*NepioguiHictb KOHTPOMW B KOKHIN 10 cepii

B opmriHaaniﬁ,yﬂakosm npkaémnepaTypikHe Buje 25°C,

Uum nigreepixyio, 1o Bci BpobHmndi cragii ans uiel cepii rorosol npopyKLUil 6ynu npogeneHi
B MOBHIN BIQNOBIAHOCTI 3 BUMOramu, BCTAHOBREHVIMIA B YHHOMY KepisHuuTEl no GMP,

3aTBepAxeHoMy MiHICTEpCTBOM OXOPOHU 3H0POB’'A YKpaiHu, | 3 BUMOTaMu peecTpalliitHoro

Cepisi po3BoiieHa o peanizaiii

[OCBE KpaHW NMpusHauerHHs

! BinsanTaxenHn 3 02.04.2024

[1ib: Kepotkosa O.T.

Mocagd: YrnosHoBakeHa ocoba

MignvicaHo enekTpoHuum nignvcom: 02.04.2024  16:56
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HokyMeHT nignucaro y cepsici BuacHo (nouatok)
00481212_20240402_Certificate_170000003865.pdf
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Agpeca 0209

X 3y M. Kwis, syn. Bopucninschka, 13 1 T
. _ _ L Ten./Makc: (438044)566-68-78 Mpuitmannka .
fﬁ’ﬁﬁ i @:‘E @ H u ug (+38044)207-73-21 Biagin KoHtpono akocri
; e (+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKGCTI
: {¥38044)207-73-27. ¥YnosHoBamxeHa ocoba 3 dapmakoHarmaay

Ceprudikar akocti / Ceprudikar aHanisy N2 170000003632

1. HaiimenyesauHha ripogykuyii: LUMTPAMOR-AAPHLA o o
{HasBa, cuna pitfakTueHIcTD, nikapcoka gopma ta 1 TabneTka MicTUTL: aueTuncaniynoBol Knatotn 240 Mr, napayetamony 180
PO3MID YNakoBKK (igeHTMYHG Ko TeKCTY Ha mr, Kodeiny 30 mr; Tabnetkn; no 6 Tabnerok Y KOHTYPHUX. YapYHKOBMNX
ynakosUi rotosol npoaykuii)) ynakoekax. MapkyRaHHA yKpaiHCEKOK MOBOIO

2. Homep cepit: PA230324

3. Po3mip cepii: 147,541 TV

4. KpaiHa-Bupo6HMK: Ykpaina

5. HalimeHyBanHa KpaiHm / KpaiH MpusHaueHHA YrpaiHa

ANA cepil:

6. Homep peecrpauiiinoro nocsiguenus: NeUA/B550/01/01

7. Data Bupo6HuyTRa; 03.2024

8. lata 3akiHueHHA TepMily NnpUaaTHOCT] 03.2027

{micaus.i pik, nicns akoro 13 He 38CTOCOBYETECH):

9, Hasea, agpeca ta HOMepu niyenzin ecix BUpobneHo, BKDYaIOYM ynakosKy/MapKyBsaiHa T3 KOHTpORL AkocTi “Ha [1pAT
AinbHanyb BUpoOHMYTBa i KOHTPONW AKOCTI; «QapmaleBTiuHa $ipma «flapruusa» 3a agpecow: m Kuig, Byn. bopucninbcbka,
Ceprudikatu signosigHocri GMP acix 13; niyewsin AB N°598086: CBIAOUTBO Npo aTecTalie nabopatopii BKA Ne 128:
RiNbHIYDb; Ceprudikat GMP Ne 072/2023/GMP

10. Ananiz BukoHauuit 3rigHo: MKA N3 po peectpanistioro nocsiguenna NeUA/G550/01/01 sin 28.04.2017

Ne478, 3i a3minammn

Pesynbratu ananisy:.

N n.n, HalimeryeaHha nokasHnka Bumory nopmarusHoi RoKymeHTayir PezynpTar aHanisy

1 Onue Tabnerkn CBITNO-KOpUUHEROrO KONbOPRY 3 BKparneHHAmn, Bignoeigae
NNOCKOUNNIHAPUYHOT hopMU 3 $ackoko | PUCKOW, I3 3anaxom Kakao

2 lnenTudikauia A Ha xpomatorpamax BUNpoboeyesaHoro PO3YUHY | posunry Bianosigae

NOPIBHARKHA, OfepMaHKX Y posaini "KineKicne BU3HaueHKa", yacu
YTPUMYBaHHA Nikis napaugramony, Kodeiny, auetuacaniyunosci
KUCNoTH, BIARORIgHO, MawTL cnisnagartu

3 lnenTidikavis B Peakuis (c) a yutpatk Biinosinae
4. OnHopigHicTs 030 HNX opvRuUE’  Binnoaigae simoram OOV, 2.9.40. TpARMANBHE Giieno AV£15,0 % Bignosinae ™
aueTuncaniyMnoBa KnenoTa
5 OAaropigHicTs go3osanmnx OAvHMUL  Bianoeigae eumoram AV, 2.9.40, lpuiimancHe uucno AV<15,0 % Bianoginae ™
napaueTamon
6. "OBHORIAHICTL 003GBaHNX oavHvLL  Biagnosizae sumoram JQY, 2.9:40. MpuitmansHe yucno AV=150% Bignosinae *
KoperH
7 Poznapanus ‘He 6inbwe 15 xg 3 xe.
8 A-amiHodeHor He Ginsie 0;1 %. Bignoeinae™
9 Caniumnoay greviongs He 6inpwe 3,0 %
¥ g,
<" %% g ;
0 Poa“l;mHeHr-lgOnﬁg%k;%ng@on - Bignosinae sumoran JAV, 2.9.3 rp Q=75 %33 45'xm .
= Oxcada - . . . o F
i Posynhenns kodéin = Binnosiaae sumoram A0Y, 2.9.3 ipy Q=75 % 132 45 xa g
= I'ecpritena Iy §
12 Posnger%ggéQ%@ﬂmmosa Binnosinae sumoram JOY, 2.9.3 ripu- Q=75 % 1a 45 xg 1§
; 00481212 ~ A\
kucrioza
. Y Q
13 -MikpoG‘?c,:Lorqua qmcmga%‘ ‘BigreeigHo go MKS N3
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fIpofosxennn Ceprudikar akocti / Ceprudikar aHanisy N2 170000003632 I“ “""mll”l”l”l”""”ll”I””“ ”"

14 KinbkicHe sUzHaveHHA 228 - 252 wmrftab 239 .mrftab
aleTuncaniyunoBol KUCnoTu _

15 Kinbkiche BranadenHn kodeiny 28,5 --31,5 mr/136 29,4 mr/tab

16 KinokicHe BU3HaYeHHs 171--189 mrfrab 182 mr/iab
rapaleTamony

17 Ynakoeka Bigriosigrio go MKA N3 Bignosigae

18 Mapkysanna Binnoeigxo go MKA N3 Bignoeigae

11. KomenTapi: *MepiognuHicTs KOHTpoNIo B KoMKHIR 10 cepif

12. YmoBu 36epiranun: B opurinansHiil ynakosLii fipu TemnepaTypi He Bule 25°C,

13. 3anBa npo ceprudixauiio: Unm niaTsepmkyio, ulo sci BUpobHuYi craaii ans uiel cepii rotoasi npagykuii bynu nposegedi

B MOBHIN BIZNOBIAHOCTI 3 BUMOTamu, BCTAHOBAEHUMM B-YMHHOMY KepiBHMLTBI no GMP,
saTeepaxeHomy MiHictepcreom oxopoHn 300POE’'A YRpainy, i 3 Biumoramu peccTpauiiioro
AOCHE KPaiHW NPU3HaYeHHs

Cepis pozeonena o peanizaiii / BigBaHTameHHA 3 02.04.2024

—

MiE: Koporkosa O.T.

Mocana: YrosHosaxeHa ocoba

[iﬂ,HHCHHO enekTpoHHUM Nignucam: 02.04.2024  14:00

3areepaxyio —‘

e HHITE
ERRY AP

8 ‘?o',-,-p_
~  Koporkosa <
= OxecaHa =
= leopriisHa =
~enPnov/ne :*:
“5. 00481212 o Aokyment nifnvcano y cepeici ByacHo (NoyaTok)

ke . 00481212_20240402 _Certificate_1 70000003632.pdf

(9
O o
C‘QHO 3’ B

Crop.232




Appeca 2209h, W, Fis, Eyn. Bopucninecens, L3
Ten. /@anc: . CFIEN43IRE6-E8-TF Tipuinansid
ﬁﬁ‘@ %ﬁ%ﬁ%&&% prAWEAAr 2GT-TA-4E Bimath weTDOOK ARGCH
: ) : (FIRGAATEAT T .04 VoumsokawtHy orda 3 AKOLTE
CLLROAATIET-T el YHGRHORRWEWE Grubn 3 (rIpaHEsaTRAdY

i
R e
{Emmm———
= ey

4~ S —
LE

f

| —rm——rrrre

Ceprudikat axocri / Ceprndinar ananisy N 170000003531

1, Hakinenydashs Npopyeui: HATPAMOH-DAPHAL _ o
{Ha3ga, ora AlfaKTIeHiCTs, nig’apc&ma-qm'pma v TABROTHE MICTUTE AueTMRCaRiBanoest wichoT 240 mr, riapatijetattiay 180
POIMIP YHIKOBRH (HIEHTHYH B0 TERITY HA ar, wodeiny 30 wmr; radineTin T 6 T20neTor y KOHTYPRIX ABRYHROBMY
yrizeonUl soToBat fpagys) " ynaksexax, Mapryganns YKPRIHCEKOK0 M0B0:0

2. Hesmep capii: PA340324

3. Fosmip cepld TAE T3 TV

4, Kpatna-supobane Wyyara

5. HafmeHyRaina Kpainy | #DaTH npusHavenni Yroaita

Ann el

B. Homep pectrpauiftroro fMOCEIgHENHR" BELABRSBITQT

7. Aata supodrulraal 032024

8. fiava 2ainuennn vepming npuaatsseri  03.2027

{mizstts | ple, Ricks axoro J13 ne 3FCTOCORYETRER], _
G, Hazua, agpecs 1 HOMREH RiseHall Bix AFPOBRBHT, BRIOUBILLE yriaKOBKYIMEDHYBEHNA T8 KOHTROAE AL s MToAT
. AitbHAUD BERUOHMLTRA | KoHTROMR HEeCTi; wapuausaTuusa  floma aflapwiias 32 ARPECONR. M Kuim, &y
Caprudinare sinosiguect! GMP edi Gopwcrineceke, 15 migessis AB MRSSEGEET coifoutso Mpo  STRCTAU
BiRb R nafioparopiil BKA N 128, copradivar GMP Ne 0727202 HGMP

EG. AN BYKOHAHKRA 2rigHE. MES 713 g0 petcrpauliivere mocsiguesin MELIASBSR0I /T Biy 28.04.2017

N4 TR, al aiHAM

Pesynbsary akanfsy:

Hean,  HASmeEnyeaHHA TOKAIHKIE BHMCIY HOpMETHRBNGE LaXyMen T PeayfuTaT andiisy

1 Ciame Tabnerks CEiTAO-OpsHRERArd HOAOPY 3 BAPANFEHRAMA, BEAMONI2AE
AMSCRELUTEHATIAHET dopau 3 Packoit 1 P, ¥ BATIENGN KREDG

2 ipeaTadiralin A biz XPOMATOrRAsAY BN BLEYSSHOTE SOTUnHY E pmqwﬁ}-' Bipnorigae

HOPHHAMNER, (HBIEHAX & poaginE THINEKICHT BAFHAREHHA", M2
YIEIMMYBAH A THHIE TEPALETIMONY, pidElRY, AUSTUNCIMROSOTE
HAETS, SIARORIIMD, ST CRIBRaKATA

3 igekimspiuanin B Peawigis {2} ha LIMEETIE Eipnoaigae
4 CpEpiRTeT AO3CEaRE ORALE,  Bigneinag AumoEe 00y, et T B rahsallene T D e Bhasime T
ALETRETRILAROTE HIIFGED,
_ TRPAUBTAMON . _
g CIENOPIRHICT e HOOBIA SEHMTY Fianaminas susoran RS & “Hamastaac
_Hmi:éf:—: [
B - Poinanseya “He Bfpwge TT XS N-R-N
T g aAtHOPENT He Binwlwe 51 % ‘Binnoaigac
- 1 LN snon KiinoTa - R e 5,0 % Bigmpeiage
R A b
9 : Puaqa&ﬁe‘;‘qn E'Iapauiamhiﬂ:é;{_ - i greringe mpsoran GOV, 3.9.3 nok Q75 % 2245 s Bigrtiiad ©
. -
S 'ﬂ{:naum-mmlg é%%%*a{ﬁl} mRE Bignosisas Mot DOV, 2,83 npst O=75 % 28 45 x5 - Rignoainae
CEEHE s
1 Puauauem&%ﬁﬁhuum% - Bignoinge smoran DOV, 253 npn 0=T5 % 12 48 xe. Bianoninat ©
e KHEROTa E’E’J' :
i et Mlxpia{;mmﬁ':'sﬁg T, ™ Hpuiatey iy ﬂpM'FEHFﬁHﬂE_'?l FRrATEHE LG SEPCHIHMR Fipnouinse ¥
’u a sikpoonrayizmie « 000 KYOIC, Jaranbne droin Apumcnax s _
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Apoosenua Cepupivar swoct  coprmivar ansrisy e 70000035t HAHRINRMENFIERN

KinGRirHEe au3HaussH
FINRHICHE 50 3 EHHA
Rirpsicine FEsHEMEHHS
Wi asoRKs

Tl prang e Hpse

e st 226 W | #e Sinewe 252 s augTvRcaigenonct KetaeTy 238 mrhab
& TABNETIE, ¥ DOPEDRAXYHRY HA CEnEIBG MACY

Me mesise 28,5 e | He Gitbwe I1.5 mr xoduing B tabseTyl, ¥ 3,0 wrfrad
nepapasyHEY iy CRDBLHI MACY
s more T MF e Glnswe 1S M NEPIIETIMOMY Tabretid, v TR merrad

EPEPAXYRHY tiE COPERED Macy
Bignorineo 0o MER 3 HOnNCRIRE
Hisinoainna Ko MKA A3 Blnrasitas

%, KomanTapl;

1%, Yooy 3bepiraunn:

13, Jumpa hpo cepridiratiny

* Dlepiomuricts KOWTEOMO & wownil £0 cepi

E.apwri;mnbm&'yﬁamsui Hpi TemnepaTypl He Biate 25

Ljviae BEATEEPIAY0, Wo 8O Bupohnd cTapi Ara wlel el ratanok spopyrls; Synie npoRegen]
8 nosklit Bianosigaoc 2 RurLrasm, SCTRHOBNOHAM B WAHHOMY RephzviTal 10 GhR,
HETBEPRREHOMY BATHECTOPETEON GHOPOHR IOPOE'A Yrpaig, § 2 BUMOTIMM pereTpaliRHorS
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LoXymess nignucans ¥ cepaict BuacHo (TPORCHMERNS}
00481212 20240412 Certificate 170000003531 pdf

-NoxyaeHT sigapatnena 1959 1 T.04.23024

BracHtK BOKYMERTY

" EAEKTOOHHNE HIRITHE
U559 12042024 _
EAPTIOYARE: 00481212 , L PP
Wp. passs: NPWMBATHE AKLIGHEPHE TORAPUCTED BAPMALUERTHYHA BIPMA FAPHULA
“Erapwl iHeneKTop- OB HORAREHE sooba. KopoTeoas Owcata Deopriisya
Mae nepeninki KET/ELI: D953 12.04.2024
(ratye nepedipks capTudikary, Ceptudiat gle
| Cepiftiiz nonep: SRHASADASYZOFFASA000UC0FN ek
Tun ey keamdlenskmi
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Ceprudikar axocri / Ceprudikar aHanizy N2 170000006017

1. Hadmewysauua npogywuii UHTPAMOH-=-0APHMLA

(Ha38a, CHna AiTAKTMBHICTE, Nikapcbka dopma Ta 1 TabineTea MicTWT! aueTRCaNILANCBOl KucnoTh 240 wr, napayeTamony 180

pomip pRakoaks ([QEHTHUHD GO TEKCTY Ha wr, weBeiHy 30 wr; TadfineTin; no B TAGRETOK ¥ KOWTYRHME MADYHROEMS

yRakooLi reTosol RpoEyHLE]) yhnasopsas. MapsyBaHHA YEPABCEE0K MOopa

2. Hosep cepii: PASOOSZ4

3. Poamip cepii: 149,087 /N

4, Kpaina-aupoBuHue: Yrpa&iHa

5. HadimeHyBaHHA KpaisM | Kpais NpASHESERHA YrpaiHa

ana cepli:

B, Homep peecTpayifHoro NocelgYeRsHaA; HELIA/ES 500101

7. data supobunyTea: 05.2024

8. flata paxkingesnn TepMiHy NPHAATHOCT] 05,2027

(micaye | pik, nicr aeoro N3 He 33CTOC0BYETLCA)

9. Hasea, aAPEca TA HOmMEpW niyewsin acix BHPOGNEHD, BRANMAIOUM YNAKOBKYIMBDEYBIHHA Ta KoNTRONS AKOCTI Ha (TpAT

plnssMs snpobunyTea | konTpone akocTl; ediapmauesTiena  hipwa  «fapeduAr 33 agpecowc  wm BWiE, By

CeprwdikaTa nignoniguocti GMP secix Bopwcninsceka, 13 niueHsin AB NESSB0BE ceigoutes npo ATECTRWE

lnmsHWL; nafiopatopin BKA N 128; cepradikar GMP W 0T22023/GMP

10. AHanls BMKOHANMA Arigen: MEA N3 go pescrpauifmoro noceigyedHA NRUAMBSSDADT1/0T aig 28.04 2017

W4 TH, ai amidamm

FPeayneTaTe ananizy:

W a.n,  Halseaysaasn NoRatHAEA BMmMOTIA HOPMITHIEG QORFMEHTE PesyneTaT aHaniyy

T Ormc TalinETen CRITRO-KOPHMHEBDID KOABODY § BRPANMSS MM, Bignowinas
MANGCHOUMNIRgPA YR Gopes § SACKDEE | PECRDN, O 1ANIN0M KARA0

2 InesTedirauin A Ha ¥pasaTorpasas s npolosyessars poisHHY | poagsany Bignosinas

nopinkanEe, apepadHi B poaLn insxicne nasrienn”, Sacd

FTpssyBaHHA NikiB NARALETIM0NY, kodeiing, BusTHAcARiLWAGBOT
sMcnoTe, BUNGENHG, MIOTH CRiBnagaTH

i lneHTpikag= B Pearyia (] Ha UHTRaTH Binnoniges

4 DHOpiIHcTs Qolonasdy oankaLs  Bignosigse Buscras 10Y, 2,040, Npedsaneqe sicno AVS150 % Blanosiges
ALSTHNCANIANDES KMCNOTa,
MDA LETIRN

5 OHOpPIIHICTE Gos0aaHEE apnMigs  Bignosigae swsoras B3V, 2.9.40. Npwivassse swcno AVS15.0 % Blancaigac
Hajeiiini

] Poana g He Gifewe 15 1= 5 xm,

) A-gualigteinn He Girsae 0,1 % Bignoninac

4 Caniysnoaa K4cnoTa He Gisswe 3,0 % Bignoninaz

spaEHag
k] !.lﬁtﬂllﬂl ﬂ:pam.m Bignoeigae pessnras ADY, 2.0.3 npe Q=75 % w8 45 =8 Biananic

10 anmupﬁmﬂﬂ "'r Bignoeigac masorasa OO, 2.8.3 npr =75 % = 45 e
1 Pﬂh"ﬂt&ﬂfﬂ%ﬂ}%ﬁlﬂﬂﬂé Hignoeigsr masorsa 0¥, 2.9.3 npn O=T5 % a2 45 m

12 Wmuﬂn ~ Kpurepl nOWAHATHOCT: AFANEHE WACHD Sepoli
mikpaaprasisaia - 1000 Kr0fr, Jaranwis yiscno goispsoig o
""fnq. . niceHeni rpwts - 100 KYOir, Binoymwicrs Escherichia cly Sey



panommerein Coprpinar miocrt  Copradinar awantay i 170000006017 || NN N ANMANAN AU 1N

13 KinLHICHE REIISEHA e meriwe 228 wr i s Sinswe 252 ur ayeTancaniymnosod kecnotn 238 wefrad
& TAlAETY], ¥ NEPEQANYHKY HE CHPESHID MACY

14 s HI CHl REIHEEHFA He menwe 28,5 wr i e Ginsiss 31,5 smr sopeing B Tafinetyl, ¥ 28.8 mriTad
FIBPEPAEYHKY Hal CEHHTHI MY

15 BiNpHICHS REAHIYTISIA He menwe 171 wr | ve Sinswe 188 wr napauetascory o tafinerul, y 178 mritad
AEpeparyHEY i CEpEgHI MDY

16 ¥NaKoRKa Binnosigno &0 MKA N3 Binnosige

i7 MapHyRalsn Bignosigna 5o MEA N3 Blanoakgss

11. Komentapil: Ee3 momsesiTagin

12. Ymosn sBepiranna: B opwrinansmii ynakonui npW TeMnepaTypd He amue 25°C,

13. Banma npo ceprupiaubo;  LUws nigreepawy, wo aci ssepobawd cTagi gra ylel cepli rotosol npoiysuil bynn nooeesed]
8 NOBHIR BGRoBIQHOCTI B RMMOTEMH, BETAHOBNEHAMK B YHHHOMY KepiannuTel no GMP,
ATEEpHEHCMY MIRICTEpCTIOM OXOPOHE 3GOP0EA YKPATHK, | 3 BUMOraMM peEcTpayinHon
IOCE KpATHA MPAIHIdEHHR

Cepin gossonena go peanizayli | sigsanTasedsn 3 11.06.2024

JaTEep Yy .
ME: KopaTtkaaa O,

MNocaga: CTapwwi iHcnekTop - yioBncaaseHa ocaba

Mignacaso enekTpossAm nignncas: 11062024  08:05
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DNoxyment nignwcans y cepaic] BuacHo (NPOQOEMEHHA)
0048121 72_20240611_Certificate_17000000607 7 pdl

DokysedT Blgnpaaneso; 0907 11.06.2024
BRacHME RouysesHTY

EnesTpoHHMA nignne

09:07 11.06. 2024

EAPNOY/INH: 00481272

{0p. vasea: MPHBATHE AKLIIDHEPHE TOBAPHCTEO DAPMALIEBTUHHA ©IPMA OAPHKLIA
CTApAUMEA iHCnakTop-yNoaHoRaxeHa ocoba: KopoTeosa Oxcana Mecpriiasa

“ac nepeeipsw KEM/ELM: 09:07 11.06.2024

Cratyc nepesipki cepTudikaty: CepradikaT gle

Cepifnsd smowep: J2RASADARTEOFFE504 00000009 71 E00000507 0700

Tun nignucy: KBafidisomaHW@




Appeca 02093, m
Ten. /Daxc: (+38044)566-68-78 MpuiAmansHa

w9

i

Knig, Byn. Bopucninecoka, 13

(+38044)207-73-41 Bipnin koHTponio skocti
(+38044y207-73-04 Y¥YnomHosaxeHa ocofa 3 AKOCTI
(+38044)207-73-27 YnoBKoBaxeHa .ocoba 3 papmakoHarnsay

Ceptudikar sikocri / Ceprudikar aHanizy N2 170000003862

1. HaimenyBakua apoaykuir;

LUATPAMOH-0APHKLA

‘(HasBa, cuna [iifakTMBHICTD, nikapcbka-popma Ta 1 tabnerka mMicTUTh: auetuncaniyunorol kucnotn 240 mr; nNapatietamony 180

PO3MIp ynakoBku (iREHTUUHO A0 TeKcTy Ha

ynakosui rotosol npoaykuin))
2. Homep cepii:
3. Poamip cepii;

4, Kpaina-supobHuk:

Mr, kKodeiny 30 mr; Tabnetiu; rio 6 Tabnetok ¥ KOHTYPHUX YapyHKOBWX
yNakoekax. MapkyBaHHsA yKpalHCEKOIO MOBOIO

PA250324
149,731 TvN

YKpdina

5. HailmeHyBanHa kpainn / KpalH npiisHalienHa YkpaiHa

Adin cepii:

6. Homep peectpayiitnoro nocsiguennn: NeLJA/6550/01/01
7. faTta BupoBHUUTRA: -03.2024

‘8. laTta 3aKiH4eHHn TepmiHy npugaTHocri 03.2027

{micAaLb i pik, nicna akoro J13 He 38CTOCOBYETHECA):

9. Hassa, agpeca 1a HoMmepwn nilensii Beix
AINBHULL BUpOBHULTBA i KOHTPOAK AKOCTI;
Ceprudikatu signosigHocti GMP Bcix
AiNbHNLb:

BUPOBNEHD, BKIOMAIW YNakosKy/MapKyBaHHA' Ta KOHTpOnb AKOCT Ha TIpAT
«®apmaleBTuyHa dipma «HapHua» 3a agpecoio; m Kwie, Byn, Bopucninbcbka,
13; niuensia AB N°5980886; ceinoyrso npo arectauio naboparapin BKA Ne 128;
ceprudikat GMP Ne 072/2023/GMP

10. Auaniz BUKOHaHUT 3riguo: MKA N3 go peecrpauiiinoro noceigueHna NeUA/GS50/01/01 gig 28.04.2017

Ne478, 3i amiHamn

Pesynbraru ananisy:

Ne n.n.  HaiimMenyBaHHA noKazHuka Bumoru HopmaTuBHOT foKkymeHTakil PezynbTat aHanizy

1 Onne TabneTtku cBiTho-KOpUYHeBOro KOJILOPY 3 BKpanneHHammn, Binnoeigae
MNOCKOUMNIHARUYHOT hopMu 3 dackow I PUCKOKY, i3 3aNaXoM Kakao
2 laenTudikauin A Ha xpomarorpamax HUTPOBOBYBAHOTG po3UUHY | pO3UMHY Bignoginae
NOPIBHAHHA, oAepKaHux Y po3gini "KibkicHe BU3HAYEHHA", Ydcn
YTPUNMYBAHHA Nikie MapaueTamony, kodeiny, auetuncaniyunosoi
KUCNoTK, BIQNOBIAHO, matoTh cnisnafaaTtu
3 lgeHTheikaia B Peakuin {c} Ha uuTpaTk Bignosigae
4 OnHopigHicTs fo3oeanim opuHMLE  Bianosinae sumoram ADY, 2.9.40. Npuimanske ducna AV<15.0 % Bignosinae *
aueTuacaniiMnosa KUCNoTa
5 OnHopigHicTs fo3cEaHUX oauHMYL Bianoeinae sumoram 4aV,; 2.9.40. MNenimansie yncno AV<15,0 % Binnogigae *
napauertamon
6 OpHopigHicTb gososaHx oanHuys  Bignoeigae BuMoram Noy, 2.9.40. NpriimansHe Yucno AV=15,0% Bignosinae *
KodeiH
7 Posnaganns He Ginbwe 15 xB 4xB.
8 4-aminodensia He Binbue 0,1 % Bignogifjae
g 'Caniumnogq--ﬁ'm@fé?'aﬁ 5y He 6inbwe 3,0'%
2 L P
. &% %4 o
10 PO3§MHEHF’{IOFI58%&EDTBE1§|OH “: Binnosinae sumoraim JOY, 2.9.3 npin Q=75 % 33 45 x8
~ OxcaHa - . , o v O
11 Po;qMHeHHls KOPelH T Bianosigac sumoram Y, 2.9.3 npn Q=75 % 3a 45 x5
= e0NrBHA. z
12 Po3§1me%§@9}r@gmm0§a Binnosinae sumoram QOY, 2.9.3 npw Q=75 % 3a 45 xg |
Kacdza Q0481212 ~
13 MiKpoé?o,q_!orqua qMCToaTaﬂ*a BianorigHo no MKA N3

Capg y B




Mpogosxenna Ceprudikat akocri / Ceprudixar ananizy Ne 170000003862 I” |”I|I|"|l||"|I”"I"”"”"”I""I m

14 KiabKicHe Bu3HaveHHn 228 - 252 mrirab 234 mrifrab
aLeTUNCANIUNNCBOT KMCHOTIH

15 KinoKicHe BuzHaveHHs kodeiny 28,5 - 31,5 mrirab 28,7 mrfrab

16 KinekicHe BuzHavenHs 171 - 189 mrfrab 175 wmrfraé
napaleTamony

17 Ynakogka BinnosigHo go MKI N3 Bignosigae

18 MapkyeaHHa BinnosigHo no MKA Ji3 Bignosigae.

11. Komenrapi: *[lepioAnYHicTL KOHTPONK B KoK 10 cepii

12, ¥YmoBn 36epirannsa: B opurinansHii ynakoswi npu Temnepartypi He suwe 25°C,

13. 3asBa npo ceprudikaiiio: Lum nigteepukyto, wo sci BUpo6HMYi cragii ana yiet cepil roToOBOT npofyKLii Oynu nposeneHi
B MOBHIN BIANOBIAHOCTI 3 BMMOraMu1, BCTAHOBAEHNMU B YWHHOMY KepisHMUTRI o GMP,
3aTeeppkeHomy MiHicTepcreom oxoponu 3fopos's YKpaiHw, i 2 BumMoramu peectpauiitoro
AOChE. KpaiHW NpuaHaveHHs

Cepin possonena Ao peanizayii / sinsaHTaeHns 3 02.04.2024

—

3aTeeppmyio
Mib: Kopotxkosa O.T.

Mocana: YnosHopaxena ocoba

Nignucaro enekrponnim nignucom: 02.04.2024 16:42
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,,(Hass.a cunag

4 KpalHa-BV' :

: posmip YnéK BRI

s "Anpeca“02093, M. Kma, Byn

‘Eopmcnmbcha, 13

(+38044)207 73 04 YnOBHosameHa oc06a 3 ﬂKOCTI
(+38044)2071~73:‘27 ynoBHoaa)era oco6a 3 d)apMaKOHarnnny

lf lll“I |

S a6neTKa MICTI/ITb auemncamunnosm chnom 240 Mr napaueTaMony 1 80

| ‘,‘_‘"PA220324
148, 383 Tyn

'YKpaIHa
5 HaMlMeHyBaHHﬂ KpalHVI/ !KpalH npmsuaqeuua YKpalHa
‘;Anm cepii o Sl :
6. Hgmgp pTc"rpauiﬁvHOrqn,@cjs'inqveﬂnn: e 'N°UA/6550/01/O1
"’7 .ﬂa'ra BUp 6HULTBA: o ‘03 2024
i 8. .ﬂa'ra 3aK|quH|-ia'TepM|H‘w npup,a'ruocn 03 2027

P (M!Cﬂuro‘l le fichs ﬂKOI’O J'I3 He BaCTOCOByETBCﬂ)

9‘ H’assa,\’ ap,p‘eca Ta Hb’Mép‘m niqensiﬁ Beix ©
p,mbumu,b B poGHuu.TBa i KonTponio AKOCTH; -
Cep'rmbu(a'm Blgnoslnuonl GMP BCIXv;M :

L AllleMub .

Hanis BUKOHaHWil 3rigHo: -

: Pesymb'ra'rm

au‘anisy: ‘

’:BI/Ip06J'IEHO BKHIO‘-IaIOLIlA ynaKosxylmapKyBaHHﬂ 1a KOHTponb AKocTi-Ha ﬂpAT
. ‘«(Dapmauemrqua <b|pma «,[lapHmu,ﬂ» 33 a,qpecoro m Kuis, Byn. EOpMCI‘lU‘lebKa
,;.'»13 o ’ A ) ‘

: ‘n” eH3isa AB- N°598086 e CER R

. “ceigouTBO npo: aTec*rauuo na6opaTopM BKH N° 128

ceprmd)lKaT GMP Ng 072/20:23/GMP

' MKH J'I3 no peedpauwmoro nocsl,queHHﬂ N°UA/6550/01/O1 Bl,u 28 04 2017
."‘N°478 3i BMHHaMM 3 ) ,

”Ngnn an

NEHysaHHH noxasl-wu(a

e Bmmorvn HOpMaTVlBHOI noxymemau.u

- .. PesynbraraHanisy

1 Orinc

S ‘OAH(LPIAHICTIJ ,qosoBaHux op,vmmu,b
L D aljetuncaniyvnosa kuenota
5 OnHopiaHicts, p.osoBanx O,D,MHVIle .

Sy napaleTaMon

6 O,qupmmcrb p,o3osanx O,QVIHML[b‘

,a,anHa
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d nAAPHUUS

a 02083, m. KWis, Byn. Bopucninbcska, 13
Ten./®akc: (+38044)566-68-78 MMpuimancHa
(+38044)207-73~41 Bigain KOHTPONK AKGCT
(+38044)207-73-04 YnosHobamxeHa ocoBa 3 AKOCTI
(+38044).207-73-27 YnoeHoBaXeHa occba 3 dapmakaHarnagy

%

T

Ceptudikat akocti / Ceptudikar ananizy Ne 170000005898

1. HaimeHnyganna ripoaykuyii:

(Ha3Ba, cuna AifakTuBHiCTL, Nikapcibka dopma Ta
PO3MIP yNakoBkM (jAeHTUUHO a0 TEKCTY Ha

“YMaKoBUi roToBOT Npogykuii))

"2. Homep cepil:

3. Pozmip cepii:

4. Kpaina-supoGHuk:

5. HalimeHyBannna kpaiau / KpaiH npy3HavYeHHA

AnA cepii:

6. Homep pescTpauiiinoro noceiguennn:

7. Aata BupoGumyTBa;

8. RaTa sakiHyeHHn TepMiHy npuaaTHOCTI
{micAub i pik, nicna sxoro J13-He 3aCTOCOBYEThEA):

9. Hasea, appeca ta HoMepW niyeHsii Beix
AiNbHALL BUPOGHUL TR | KOHTPOJH0 AKOCTI;

Ceprudikarv signosigHocti GMP gcix
BinbHMUB;

10. AHaniz BUKOHaHN R 2rigHo:

PezynbraTtn aHanisy:

UHATPAMOH-JAPHIALSA
1 1abnetka MicTUTL: aueTURCaniLrnoRoT KUCTOTH 240 M, napagertamony 180

‘Mr, kodeiny 30 mr; Taénerku; no 6 TabneTok ¥ KOHTYPHKX YapyHKOBUX

ynakoskax. MapkyBaHHA YKpaTHCEKOK MOBOK
PA360524
146,809 TYN

YkpaiHa

YkpaiHa

NeUA/6550/01/01

05.2024

05.2027

BUPOGNEHG, BKITIOUAUN YNaKoBKY/MapKyBaHIa Ta KOHTPOL SKOCTI Ha FNpAT
«QapmauestuuHa  dipma «flapHnua» 33 agpecoio: M Kuie, Byn.

Bopucninecoka, 13; niuensia AB Ne588086; csipoyTeo rnipo arecTaliw
nabopartopiit BKA N? 128; ceprndikar GMP Ne 072/2023/GMP

MKA 113 no peecrpauiiqore noceigdeHHs NeUA/G6550/01/01 Big 28.04.2017
Ne4738, 3l sminamu

Nen.n.  HafimeHyBaHHs moKazHMKa Bumornu HOPMaTHBHOI foKyMeHTayil PesynbTat aHanisy
1 Onuc Tabnetku cBiTNO-KOpPWYHEaOTO KONbopy 3 BKpanieHHAMK, Binnoeipae
nnackounAiRApMUHOT hopmn 3 dackoro | purcKorg, i3 3anaxom Kakao
2 lzenTudikauin A Ha xpomarorpamax BUNPOEORYBAHOTO PO3UMHY | PO3YNHY Binnosinae
NOPIBHAHHA, oepkKaHux B po3gini "KinbkicHe BM3HavYerHA", yacu
YTPWMyBaHHA nikie napayetamony, KodeiHy, aueTuncaniyunosol
KWCAOTHY, BIgNoBIgHO, MaloTs <niBnagatu
3 lnenTndikailia B Peakuyia (c) Ha yuTtpatin Bignoeigae
4 OGaHopigHicTs nosoeaHny OfWHMUL  Bignoeigae Bumoram- oY, 2, Bignoginae *
AueTuncaniyunosa KKenoTa, /
_ napavuetamen
5 OpHopigHicTy 4030BaHIX OgMHMLE Binnosigae sumcram a0 Bifinoeigac*
Kodein
6 Posnanannz He Ginbme 15 xa 5 x8.
7 4-aminodeHon He Ginbwe 0,1 % Bignosifae *
8 Caniuwnosa kvcnoTa He Ginbuie 3,0 %. Bignosinae *
ﬂ?oﬂumr,'_o.l. . .
9 POSHM{&E?—IHH Hapaueranﬁd&}q_ Bignosigae Bumoram A0V, 2.9.3 npih Q=75 % 3a 45 x& Bignosginac *
b .
10 POﬁVIHeHﬁ‘g%(%%E?Ba e Bignosigac. sumoram AOY, 2.9.3 apu Q=75 % 3a 45 xg" Bignoeigae *
- tana -
11, Poiqmeuu’gwr__ﬁé[ruﬁfﬁiumoé- Bianosigae sumoram fdY,.2.9.3 npu Q=75 %.3a 45 xg- Binnosigae ™
KM@oTa EOPTIOY/INH >
12 Mikﬁoﬁ.ion&%gh%n%w b KpwTepil npnitHaTHoCii: 3aranshe uicno aepobhux Biognoeipnae *
59,) ce" Mikpoopranizmie - 1000 KYO/r. 3aransHe uncno BPiIROsHX |
Tea Ho 'y gn? nniceHesrx rpubia - 100 KYO/r, BigcyTHicts Escherichia coli & 1 F
Crop. 132
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16

17

Mpoposxenns Ceprudikar Aakocri / CepTudrikar aHanizy Ne 170000005898 I” m'"ll“l”I""II”I”m'"]"’",I”"

KinbkicHe BuzHayeHRa
KineKicHe BU3HaYeHHA
KinbkicHe BUM3HaYeHHA
‘Ynaxoska

‘MapkysaHHs

He meHwe 228 mr i He Sinswe 252 mr aueTunCcaniynunoeol kucnott 239 MriTab.
B 1abneTui, y nepepaxyHky Ha cepeaHio macy

He meriwe 28,5 mr i He 6inbue 31,5 mr KodeiHy B Tabretui, y 28,8 mrfrad
NEpepaxyHKy Ha cepedHio macy

He meHwe 171 wr i He Ginswe 189 Mr-napaderamony & Tabfetui, y 182 mr/rab
nepepaxyHKy Ha CepeaHio Macy

BignoeigHo go MKA 113 Binnoeigae

BignoeigHo go MK& N3 Binnosigae

11. Komenrapi:

12. Ymoen s6epiranan:

13. BasnBa npo ceprudikauii:

*MepiognuHicTb kKoHTPON B KoxHIK 10 cepil

B opurinamsHiil ynakosui npu TemMmepaTypi He Buwe 25°C.

Lum nigreepasxyio, wo e BUPOOHWUYI cTagii gna uiei cepii rotesol Mpoaykuil-6yni nporeaeHi
8 NOBHIN BignosigHocTi 3 BUMOTamMu, BCTAHOBMEHUMU B UNHHOMY KepigHkyTei no. GMP,
aTBERAKEHOMY MiHicTepcTaom OXOPOHW 300p0B'A YKpaiHu, | 3 sumoramm peecTpadiiHoro
AOCBE KpatHW NPU3HaYeHHA :

Cepia goseornena Ao peanizayii / sigeanvaenns 3 21.05.2024

i.;

MIB: KupoTkosa Ol

Mecapa: YnosHosaxera ocoba

Ninnucano enekTporHmm nignucom: 21 .05.2024 14:38.

3atBepmKyio

_e'\x."‘po“"”ﬁ 5

<" %

KopoTKoE3
Ckeana
leopriigHa

SLPMNOY/INH
00481212

2.
v""’“‘aﬂo i B“aw

LRI I PO
“\ I,I

HOKyMenT nignucano'y cepaici Buacio (novarok)
00481212_20240521 _Certificate_17000000 5898.pdf
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(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKoCTi
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kwis, Byn. bBopwcninbcbka, 13
Ten./®akc: (+38044)566-68-78 MNpwiimanbHa
n n p H u u q (+38044) 207-73-41 Bigain KOHTPOAIO AKOCTI

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000012707

1. HaiimeHyBaHHA npoAyKuii: LUMTPAMOH-OAPHIALA

(Ha3Ba, cuna gii/akTUBHICTL, Nikapcbka dopma Ta 1 TabneTka mMicTUTb: aueTuncaniyunosoi kucnot 240 mr, napauetamony 180
PO3Mip YNakoBKW (iI€HTUYHO [0 TEKCTY Ha mr, KogeiHy 30 Mr; TabneTku; no 6 TabNeToK y KOHTYPHUX YapyHKOBUX
yrnaKoBLi roToBoi NpoayKLji)) yrnakoBKax. MapKyBaHHA yKpaiHCbKOIO MOBOIO

2. Homep cepii: PA981024

3. Po3mip cepii: 148,143 TYN

4. KpaiHa-BUpo6GHUK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu / KpaiH npusHayeHHa YKpaiHa

ANA cepii:

6. Homep peecTpauiiiHoro nocsig4yeHHs: NeUA/6550/01/01

7. laTa Bupo6HUYTBa: 10.2024

8. [laTa 3aKiHYeHHA TepMiHy NnpuaaTHOCTI 10.2027

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

9. HasBa, agpeca Ta HomMepu niyeHsii Beix BUpOGNEeHO, BKIIOYAOUW YNaKOBKY/MapKyBaHHA Ta KOHTpoONb AKOCTi Ha MpAT
AiNbHUUB BUPOGHULITBA | KOHTPONIO AKOCTI; «ODapmauesTuHa ¢ipma  «[apHuua» 3a  agpecoio: M Kwie, Byn.
Ceptu¢ikaru signosigHocri GMP Bcix bopucninbcbka, 13; nideHsia AB N2598086; ceigoutBo npo arecrauiio
AinbHUUD: na6oparopiin BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA J13 po peectpauiiiHoro nocsigueHHa NeUA/6550/01/01 sig 28.04.2017

Ne478, 3i amiHaMmum

PesynbTaTtu aHanisy:

N2 n.n. HaimeHyBaHHA NOKa3HWKa Bumorv HopmaTMBHOI AOKYMeHTaLii PesynbTaT aHanisy

1 Onwc TabneTkn CBITNO-KOPWYHEBOrO KONbOPY 3 BKPareHHAMM, Bignosinae
NNOCKOUMNIHAPWYHOI $popMu 3 PacKolo | pUCKOID, i3 3aMaxom Kakao

2 lneHTudikauia A Ha xpomaTorpamax BMnpoboByBaHOTO PO3UMHY | PO3UYMHY Bignosinae

NOPIBHAHHA, ofilepXaHuX B po3gini "KinbkicHe BU3HaueHHAa", uacu
YTPYMYyBaHH#A MiKiB NapaueTamony, kogeiHy, aueTuncaniyunoBoi
KWCNOTKW, BiANOBIOHO, MaloTb CriBnagartu

3 IneHTudikauia B Peakuia (c) Ha uutpam Bignoeigae

4 OpHopigHicTb fo30BaHuX oauHULb  Bignosigae Bumoram AQY, 2.9.40. MNMpuiimanbHe uicno Bignoeipae *
AueTuncaniuMnoBa KMCoTa, AV < 15,0 %
napauetamon

5 OpHopigHicTb fo30BaHUX oauHULb  Bignosigae Bumoram AQY, 2.9.40. MpuiimanbHe uicio Bipnosigae *
KogeiH AV < 15,0 %

6 Po3napaHHa He 6inbwe 15 x8 3 xB.

7 4-amiHopeHon He 6inbwe 0,1 % Bipnosigae *

8 CaniumnoBa Kucnota He 6inbwe 3,0 % Bipnosigae *

APORHMG
9 PO3MM};I&T‘I\HH ﬂapaumanﬁﬁ»ﬁ Bignosinae Bumoram JdY, 2.9.3 npu Q=75 % 3a 45 x8 Bignoeigae *
o
10 Poaﬂ“mﬁemjéqc‘]ff)%gﬁ?sa e Bignosinae Bumoram JdY, 2.9.3 npu Q=75 % 3a 45 x8 Bignoeigae *
o KCaHa -

11 PO3UMHEHHA WRERiLmnosa Bignosinae Bumoram JOY, 2.9.3 npu Q=75 % 3a 45 x8 Bignosigae *

kucaota EAPIIOY/INMH £

12 MiKpﬁﬁ_ion&Qrﬁl§ Undrora  ~ Kpwutepii NpuiiHATHOCTI: 3aranbHe YMdIo aepobHMX Bigpnosipae *
2, ce" mikpoopraHiamis - 10 3 KYO/r. 3aranbHe uucno QpixoKoBuX i
eni oy pu? nniceHesux rpubis - 102 KYO/r. BigcytHictb Escherichia colis 11
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MpopoexeHHA CepTudikaT AkocTi / CepTndikart aHanisy N2 170000012707 ||| |"Ill‘ll||”I”“‘I"""ll"‘l""l"l m

13 KinbKicHe BM3HaueHHA He meHwe 228 Mr i He Ginbwe 252 mr aueTuncaniuunoBol kucnotn 239 mr/tad
B TabneTuj, y nepepaxyHKy Ha cepeiHio Macy

14 KinbKicHe BM3HaueHHA He meH1we 28,5 mr i He binbwe 31,5 Mr KodeiHy B Tabnetuj, y 29,4 mr/tab
nepepaxyHKy Ha cepeiHio Macy

15 KinbKicHe BM3HaueHHA He meH1we 171 mr i He Ginbwe 189 mr napauetamony B Tabnetui,y 181 mr/rab
nepepaxyHKy Ha cepeiHio Macy

16 Ynakoeka BignogeigHo go MKA N3 Bignoeigae

17 MapkyBaHHA BignosigHo [0 3aTBepeHOro TeKCTy MapKyBaHHA Bignosigae

11. KomeHTapi: *NepioANYHiCTb KOHTPONIO B KOXHIM 10 cepil

12. YmoBn 36epiraHHa: B opwuriHanbHin ynakoBui npu Temnepatypi He Buwe 25°C.

13. 3aaBa npo ceptugikauito: Livm nigreepaxyio, Wo BCi BUpoOHWYI cTaii AnAa uiei cepil rotosol npoAykuii 6ynu nposefeHi
B MOBHi1 BiANOBIAHOCTI 3 BUMOramu, BCTAaHOBJIEHNMM B YWHHOMY KepiBHWUTBI no GMP,
3aTBepakeHoMy MiHiCTepcTBOM OXOPOHW 30POB’A YKpaiHW, | 3 BUMOramu peecTpauinHoro
[OCbE KpaiHv Npu3HaYeHHA

Cepia po3soneHa Ao peanisauii / sigsaHTaxeHHn 3 13.11.2024

3aTBepKyIo
M1b: Kopotkosa O.I.

[Mocapa: YnoBHoBaeHa ocoba

MNignucaHo enektpoHHum nignucom: 13.11.2024  11:39
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[okyMeHT nignucaHo y cepsici BuacHo (NpofoBixeHHs)
00481212_20241113_Certificate_170000012707.pdf
Homep pokymenTy: 170000012707

HokymeHT BignpasneHo: 11:42 13.11.2024
BignpaBHUK JOKYMEHTY

EnekTpoHHUIA nignuc

11:42 13.11.2024

€OPNOY/IMH: 00481212

lOp. Hasea: MPUBATHE AKLJOHEPHE TOBAPUCTBO GAPMALEBTUYHA ©OIPMA JAPHMLA
CTaplUMK iHcreKkTop-ynoBHoBaXeHa ocoba: KopoTkosa OkcaHa lNeopriiBHa

Yac nepesipku KEMN/ELM: 11:42 13.11.2024

CraTyc nepesipku cepTudikary: Ceptudikar gie

CepiiiHnii Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: kBanidikoBaHWin



{(+38044)207-73-04 ¥noBHoBaeHa 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 / Ceprudikar ananisy Ne 170000012710

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/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 npU3HaveHHA
ans cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHulyTBa:
8. Aara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX
AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
BinbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

LMTPAMOH-AAPHMLIA

1 TabneTtka micTMTb: auetuncaniuunosol kucnotk 240 wmr, napauetamony 180
Mr, kodeiHy 30 mr; TabneTku; no 6 TabNeToK Y KOHTYPHUX YapyHKOBHX
ynakoBKax. MapKyBaHHA YKpPaiHCLKOIC MOBOIO

PA1011024
148,472 TYN
¥kpaiHa

¥YkpaiHa
NeUA/6550/01/01

10.2024
10.2027

BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT
«(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atectauilo
naBopartopiin BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

MKA J13 po peectpauiitHoro nocsigueHHA NCUA/6550/01/01 eig 28.04.2017
Ne478, 3i amiHamn

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

1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOPY 3 BKPanmneHHAMM, Bignosipgae
NAOCKOLMAIHOPUYHOIT GOpMU 3 PaCKoIo | PUCKOIO, i3 3aNaxoM Kakao

2 laeHTUDiKaLin A Ha xpomaTorpamax BunpoSoBYBaHOrO PO3UMHY | pO3UMHY Bignosipgae

NopiBHAHHA, Ofep*aHvX B po3gini "KinobkicHe BU3HaYeHHA", YyacK
yrpumyBaHHn I1IKIB napaueramony, kodeidy, auemncamuunoam

MaIOTb CMiBNAZaTH

3 laeHTUDiKaLis B Dé Bignoeipae
4 CgHOpPIAHICTb 030BaHNX OAWHULb Bj 'q’aﬁ‘ Q”ﬂ?’ﬂ'\ H\X ‘_ 40, MpwiiManbHe Yyncno Bignoeigae *
AueTvncaniyunoBa KMCNoTa,
napaueTamon
5 CgHOpPIAHICTb 030BaHNX OAWHULDb . NpwiAmancHe yucno Bignoeigae *
Kogei
6 PoznapaHHAa 3 xB.
7 4-amiHogeHon Bignoeigae *
B Caniynnoga KMCNoTa He Ginowe 3,0 % Bignoeigae *
oHHMﬁ
9 Posun&pﬁﬁn I'IapaueTawa; Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
(‘
10 PosﬁMHeHJﬁw = Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
KCaHa -
11 POB‘-II‘IHeHHlﬂ_ ﬁ&'ﬁl unosa Binnoeigae eumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB Bignosigae *
12 MletgloanﬂlﬁgmaI%Ta ~ KpuTtepii npuiAHATHOCTI: 3aranbHe Yucno aepofHux Bignosipae *
-9,, c;b mikpoopranizmie - 10 3 KYO/r. 3aranbHe 4ncno OpikgKOBKX i
eana ¥ gw? nniceHernx rpubie - 102 KYO/r. BigcytHictb Escherichia colig 11
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13

14

15

16

17

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

e B [ T

He meHwe 228 Mr i He Ginblue 252 Mr ayeTuncaniymnoeoi kucnotw 233 Mmritab

B TabneTli, ¥ NepepaxyHKy Ha cepeqHio mMacy

He meHwe 28,5 mr i He 6inbwe 31,5 mr kodeiHy B TabneTui, ¥ 28,6 Mritab
NepepaxyHKy Ha cepeqHio Macy

He meHwe 171 mr i He Ginbwe 189 Mr napayeTtamony B Tabnetdi, y 174 mritat

nepepaxyHKy Ha cepenHIo macy
BignoeigHo oo MKA N3 Bianoeinae
BignosigHo 00 3aTBEpHEHOro TEKCTY MapKyBaHHA Bianoeinae

11. KomeHTapi:

12. YmoBu 36epirannn:

* MepiognyHICTL KOHTRONIC B KoHIA 10 cepii

B opuriHanbHii ynakoBui npu TemnepaTypi He Buwe 25°C.

13. 3anBa npo ceprndikagio: Lum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi

B NOBHiil BiANOBIAHOCTI 3 BUMOraMK, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 16.12.2024

MNib: Kopotkosa O.I.

MNMocapa: ¥noBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 16.12.2024  16:10
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKeHHs)
00481212_20241216_Certificate_170000012710.pdf
Homep gokymenTy: 170000012710

HokymeHT BignpaBneHo: 16:12 16.12.2024
BianpaBHUK AOKYMEHTY

EnexTpoHHMIA nignuc

16:12 16.12.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLUIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA OIPMA AAPHWULA
cTapluMid iHCcNeKTop-yNnoBHOBa)keHa ocoba: KopoTtkoea OkcaHa MeopriiBHa

Yac nepesipku KEM/ELN: 16:12 16.12.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000005971 5000005010100

Tun nignucy: keanigikosaHwin




Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
(+38044)207-73-41 Bippin koHTponic AkocTi
{(+38044)207-73-04 YnoshoBaxeHa ocofa 3 AKocTi
{(+38044)207-73-27 YnoshoBameHa ocofa 3 dapmaxoHarnaAgy

d AAPHUUS

]

Ceptudikar akocri / Ceprudikar ananisy Ne 170000012706

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna pii/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 npU3HaveHHA
ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHulyTBa:

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

9. HasBa, agpeca Ta HoMepW NiLeH3iA BCiX

LMTPAMOH-AAPHMLIA

1 TabneTtka micTMTb: auetuncaniuunosol kucnotk 240 wmr, napauetamony 180
Mr, kodeiHy 30 mr; TabneTku; no 6 TabNeToK Y KOHTYPHUX YapyHKOBHX
ynakoBKax. MapKyBaHHA YKpPaiHCLKOIC MOBOIO

PAS71024
146,760 TYN
¥kpaiHa
¥YkpaiHa

NeUA/6550/01/01

10.2024
10.2027

BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTpONb AKocTi Ha lMpAT

AinbHMLL BUPOoGHULTEA | KOHTPONIO AKOCTI;

Cepmudixatu BignoeigHocti GMP Bcix
BinbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTh aHanisy:

«(QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atectauilo
naBopartopiin BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

MKA J13 po peectpauiitHoro nocsigueHHA NCUA/6550/01/01 eig 28.04.2017
Ne478, 3i amiHamn

N°n.n. HaiAmMeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTaLii PeaynbTaT aHaniay
1 Onuc TabneTkn CBITNO-KOPUYHEBOro KONbOpY 3 BKpanneHHnMM Bignosipgae
NAOCKOLMAIHAPUYHOT GOpMM 3 Packolo i pHCK i 3EM KaKao
2 laeHTUDiKaLin A Ha xpomaTorpamax BunpoSoByBaHOrO po3H uy?’?:ga*ﬂ( ¥ &) Bignosipgae
NOPIBHAHHA, OfepXKaHNX B po3gini "Kingfic usu?qﬁwn ;
YTPUMYBaHHS MiKie NapaLieTamony, Kog peity, H‘i{'@"@{“r{”}"’m
KWCNOTK, BIANOBIAHO, MAIOTb cniBnagding
3 laeHTUDiKaLis B Peakuina (c) Ha uaTpaTn ||Bianosipae
4 OgHopigHicTb go3oBaHMX oAWHUUL  Bignosigae Bumoram ADY, 2.9.40. MpigiAs / Bianoeipae *
ALeTvncaniyunoBa KMCnNoTa, AV <150 %
napaueTamon
5 OgHopigHicTb go3oBaHMX oAMHUUL  Bignosigae Bumoram AdY, 2.9.40. Mpwiiman Bignoeigae *
Kogei AV <150%
6 PoznapaHHAa He Ginowe 15 xB 3 xB.
7 4-amiHogeHon He 6inowe 0,1 % Bignoeigae *
B Caniynnoga KMCNoTa He Ginowe 3,0 % Bignoeigae *
oHHMﬁ
9 Posun&pﬁﬁn I'IapaueTawa; Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
(‘
10 PosﬁMHeHJﬁw = Bigpnosigae Bumoram AdY, 2.9.3 npu Q=75 % 32 45 xB Bignoeigae *
KCaHa -
11 POB‘-II‘IHeHHlﬂ_ ﬁ&'ﬁl unosa Binnoeigae eumoram AdY, 2.9.3 npu Q=75 % 3a 45 xB Bignosigae *
12 MletgloanﬂlﬁgmaI%Ta ~ KpuTtepii npuiAHATHOCTI: 3aranbHe Yucno aepofHux Bignosipae *
-9,, c;b mikpoopranizmie - 10 3 KYO/r. 3aranbHe 4ncno OpikgKOBKX i

‘?‘»auo ¥ a“'a

nniceHernx rpubie - 102 KYO/r. BigcytHictb Escherichia colig 11
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13

14

15

16

17

KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
KinbKicHe BU3HaYyeHHA
Ynakoeka

MapkyBaHHA

e B [ T

He meHwe 228 Mr i He Ginblue 252 Mr ayeTuncaniymnoeoi kucnotm 234 mritab

B TabneTli, ¥ NepepaxyHKy Ha cepeqHio mMacy

He meHwe 28,5 mr i He 6inbwe 31,5 mr kodeiHy B TabneTui, ¥ 30,0 mriTab
NepepaxyHKy Ha cepeqHio Macy

He meHwe 171 mr i He Ginbwe 189 Mr napayeTtamony B Tabnetdi, y 174 mritat

nepepaxyHKy Ha cepenHIo macy
BignoeigHo oo MKA N3 Bianoeinae
BignosigHo 00 3aTBEpHEHOro TEKCTY MapKyBaHHA Bianoeinae

11. KomeHTapi:

12. YmoBu 36epirannn:

* MepiognyHICTL KOHTRONIC B KoHIA 10 cepii

B opuriHanbHii ynakoBui npu TemnepaTypi He Buwe 25°C.

13. 3anBa npo ceprndikagio: Lum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii rotoeoi npopaykuii 6ynu npoeefeHi

B NOBHiil BiANOBIAHOCTI 3 BUMOraMK, BCTAaHOBNEHUMKW B YUHHOMY KepiBHMUTBI no GMP,
3aTeepaKeHoMy MiHiCTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMOramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanizauii / BigBanTaxeHHn 3 13.12.2024

MNib: Kopotkosa O.I.

MNMocapa: ¥noBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 13.12.2024 12:59
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JokymeHT nignucaHo y cepsici BuacHo (NpoAoOBIKeHHS)
00481212_20241213_Certificate_170000012706.pdf
Homep gokymenTy: 170000012706

HokymeHT BignpaeneHo: 13:01 13.12.2024
BianpaBHUK AOKYMEHTY

EnexTpoHHMIA nignuc

13:01 13.12.2024

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLUIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA OIPMA AAPHWULA
CcTapluMid iHCcNeKTop-yNnoBHOBa)eHa ocoba: KopoTtkoea OkcaHa MeopriieHa

Yac nepesipru KEM/ELN: 13:01 13.12.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000005971 5000005010100

Tun nignucy: keanigikosaHwin

2

e nad
NTOKY VIEHTIB \¥%,

‘.'EanM“

~—— 2
JrHqu

e I

3
T -
'f [ g
0,
R



Appeca 02093, M. Kuig, Byn. bBopucninbcoka, 13

Ten./Qakc: (+38044)566~68-78 [lpuitmanbHa

(+38044)207-73-41 Biggin KOHTpONO AKOCTI

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCT Veik]

(+38044)207-73~-27 YnosHoBaxeHa ocoba 3 dapmakoHarnsgy

CepTudikat akocri / Ceptudikar aHanizy Ne 170000014417

1. HaitmeHyBaHHs NpoOAYKLUii:

(na3Ba, cuna [iifakTUBHICTb, Nikapcbka dopma Ta
po3Mip yrakosku (ifeHTUYHO A0 TEKCTY Ha
yNnaKkoBLi roToBoi NPoAyKuir))

2. Homep cepii:
3. Po3mip cepii:
4. KpaiHa-supo6HuK:

5. HaitmeHyBaHH# KpaiHu / KpaiH npusHaueHHA
Ans cepii:

6. Homep peecTpaLiliHOro NocBig4YeHHA:

7. Aara BupoGHULTBa:
8. [laTa 3aKiHuUeHHsA TepMiHy npugaTHocTi
(micaup i pik, nicna skoro J13 He 3aCTOCOBYETLCA):

9. Hasga, agpeca Ta Homepwu NileHsin Beix
RiNbHULb BUPOGHULTBA | KOHTPONIO AKOCTI;
Ceptudikaru signosigHocti GMP Bcix
AiNbHUUB:

10. AHanis BUKOHaHWIA 3rifjHO;

PesynbTaTun aHanisy:

LINTPAMOH-AAPHULIA

1 TabneTKa MicTUTb: aLeTuncaniymaoBoi kucnotn 240 mr, napauetamony 180
wmr, kodeiny 30 mr; TabneTku; no 6 TabNeToK y KOHTYPHUX YapyHKOBUX
yrnakoBkax. MapKyBaHHs YKpaiHCbKOO MOBOIO

PA1081124
148,858 Ty
YKpaiHa

YKpaiHa
NeUA/6550/01/01

11.2024
11.2027

BUPOGNEHD, BKNIOYAIoYM YIaKoBKy/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«DapmatieBTuuHa  dipma  «fapHuua» 3a  agpecow: ™ Kwis, Byn.
Bopucninbcbka, 13; niuensia AB Ne598086; csigoutso npo aTecTauiio
naboparopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MKA 13 ao peectpauiitHoro nocsiguenHs NeUA/6550/01/01 sia 28.04.2017
Ne478, 3i 3mMiHamu

N2 n.n.  HallmeHyBaHHA MOKa3sHUKa Bumoru HopMaTBHOT AOKYMeHTauil PesynbTaT aHanisy

1 Onwc Tabnerku CBITNO-KOPWYHEBOIO KONMbOPY 3 BKpanneHHaMY, Bignosigae
MAOCKOUMAIHAPUYHOT dopmu 3 dackoio | pucKoio, i3 3anNaxom Kakao

2 |lpeHTudikauis A Ha xpomatorpamax BUNpo6oByBaHOro PO3UUHY i PO3UUHY Bianosigae

nopisHAHHA, ofiepXaHux B po3aini "KinbkicHe BU3HaueHHs", yacn
yTPUMyBaHHA RIKIB NapaueTamony, kodeiHy, aleTuncaniunnosol
KucnoTy, BiANOBIgHO, MaloTb cnisnagatu

3 lnentudikauis B Peakuis () Ha uuTpaTtn Bignosigae
4 OpHopigHicTs fo30BaHUX oauHULE  Bignosinae Bumoram A0Y, 2.9.40. NpuitmanbHe Yyncno Bignosinae *

AueTuncanilunosa KNcnorTa, AV <15,0 %

napauetamon
5 OpHopiaHicTe fO30BaHNX ofAuHULL  Bignosinae sumoram Aoy, 2.9.40. MpuiimanbHe Yyncno Bignosinae *

Kodein AV £15,0 %
6 PosnanaHHa He 6inbwe 15 xB 3 xs.
7 4-amiHogpeHon He 6inbwe 0,1 % Bianosipae *
8 CaniyunoBa Kucnota He 6inblue 3,0 % Bignosigae *

&‘&N“H Wit
9 Posqmg,eﬁm I‘IapaueTaM@;}/ Bignosigae sumoram OY, 2.9.3 npn Q=75 % 3a 45 x8 Bignosigae *
7
g
10 PO?;GMHEH&-‘%%%%@&?Ba o Bianosigae sumoram [10Y, 2.9.3 npn Q=75 % 3a 45 x8 Binnosipae *
- KCaHa bl
= Cennissia o : ; =750 - : *

1 PosyuHeHHA A;{%ﬂ/‘l;mﬁmumnom Bignosigae sumoram [10Y, 2.9.3 npu Q=75 % 3a 45 x8 Binnosinae

wenora SAPHIOYANH O
12 MiKﬁbﬁvion&Qﬁga%%Ta - Kpurepii NpUAHATHOCTI: 3aranbHe Yncno aepobHmX Bignosigae *

R ﬂy\a mikpoopraHiamis - 10 3 KYO/r. 3aranbHe Uncio BpiKaKoBuX i
“eay, y 89? nniceHesux rpubis - 102 KYO/r. BigcyTHicTe Escherichia colis 1t
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Npognosxenna Ceprudixar akocri / Ceprudikar aHanizy Ne 170000014417 m ""m"“”"lmm"”mI“ll"””III

13 KinbkicHe BU3HaueHHA He meHwe 228 Mr i He 6inblue 252 mr auetuncaniuvnosol kucnotw 232 mr/tab
B Tabnetui, y nepepaxyHKy Ha cepefiHio Macy

14 KinbkicHe BU3HaYeHHA He meHwe 28,5 mr i He 6inblwe 31,5 mr kodeiHy B Tabnetui, y 31,4 mritab
nepepaxyHKky Ha cepegHio Macy

15 KinbkicHe BU3HauYeHHA He meHwwe 171 mr i He 6inbwe 189 mr napayetamony 8 Tabneryi, y 178 mr/rab
nepepaxyHKy Ha cepefHio macy

16 YnakoBka BignosigHo go MKA 113 Bignoginae

17 MapkysatiHa BignoeigHo 0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHA Bignosinae

11. KomenTapi: *MepiognyHiCTb KOHTPONIO B KOXHIN 10 cepil

12. YmoBu 36epiraHua: B opuriHanbHi ynakosui npu temnepatypi He suwie 25°C.

13. 3asBa npo cepTudikauito: Lium nigTepmxyto, Wo Bci BUpobHUUi cTagii ans uiel cepil rotosoi npoaykuii 6ynu nposegeHi
B NOBHI BifNOBIAHOCTI 3 BUMOramu, BCTaHOBNEHUMU B YMHHOMY KepisHuuTsi no GMP,
3aTBepaKeHOMy MiHicTepcTBOM OXOPOHU 340pOoB'A YKpaiHu, | 3 BuMoramm peectpauiftioro
[OCbE KpaiHy npu3HayeHHs

Cepina fo3BoneHa fo peanizauii / BigBaHTaxeHHa 3 12.12.2024

3aTBepaxyto
fb: Kopotkoea O.T.

Mocapa: YnosHoBaxeHa ocoba

Mignucaxo enekTpoHHUM nignucom: 12.12.2024  16:16
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[loKyMeHT nianucaHo y cepsici ByacHo (NPOACBKEHHSA)
00481212_20241212_Certificate_17000001441 7.pdf

Homep gokymeHTy: 17000001 447
JLOKYMeHT BiANpaBneHo: 16:18 12.12.2024

BianpaBHUK AOKYMEHTY

EneKTpoHHWIA Mignuc

16:18 12.12.2024

€ IPMOY/IMH: 00481212

i0p. Hasea: MPUBATHE AKL{IOHEPHE TOBAPUCTBO GAPMALIEBTUHHA OIPMA JAPHULIA
CTapLUMi iHCMEeKTOP-yNoBHOBaXEHa ocoba: KopoTkosa OkcaHa [eopriisHa

Yac nepesipku KEM/ELM: 16:18 1 2.12.2024

CTaTyc nepesipky cepTudikaty: CepTudikat fiie

CepiitHuii HoMep: 32BA6ADAB780FF4504000000971 5000005010100

Tun nignucy: KeanidikoBaH1i






Agpeca 02093,
Ten. /®akc:
(+38044)207-73-41 Biggin KOHTPOIG AKOCTI
(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoeHosaXeHa ocoba 3 dapmakoHarnspy

M. Kuis, Byn. Bopucninbcbka, 13
(+38044)566-68-78 [puitmanbHa

[

Ceptudikat akocti / Ceprudikat aHanisy Ne 170000012087

1. HalimeHyBaHHA NpoayKuii:

(Ha3Ba, cuna [ii/fakTUBHICTb, Nikapcbka dopma Ta
PO3MIp YNakoBku (ileHTUYHO A0 TEKCTY Ha
YNaKoBLji roToBol Npoaykuii))

2. Homep cepii:
3. Posmip cepil:
4. KpaiHa-BUpPOGHMK:

5. HalimeHyBaHHs KpaiHu / KpaiH Npu3HaueHHs
Ana cepii:
6. Homep peecTpayiiiHoro noceifguYeHHs:

7. Data Bupo6HULTBA:
8. NlaTa 3aKiHueHHA TepMiHy npuaaTHoOCTI
(micaup i pik, nicnsa akoro J13 He 3aCTOCOBYETbCA):

9. Haspa, agpeca Ta HoMepM sliueHsiil Bcix
AiNbHMLD BUPOGHULTBA | KOHTPOSIO AKOCTI;
Ceptudikatu sBignosigHocri GMP Bcix
AinbHUUL:

10. AHanis BUKOHaHuiA 3rigHo:

PezynbTatu aHanisy:

LUWTPAMOH-OAPHLLA

1 tabneTka MicTUTb: aueTuncaniuunosoi kucnotu 240 mr, napaueramony 180
mr, kodeiny 30 mr; Tabnetku; no 6 TabNeToK y KOHTYPHWX HapyHKOBUX
ynakosKax. MapKyBaHHs yKpaiHCbKOK MOBOO

PA961024
148,177 TYN
YKpaiHa

YKpaiHa
NeUA/6550/01/01

10.2024
10.2027

BUPOGAEHO, BKNIOYAKOUM YNaKoBKY/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«QapmauestnuHa  dipma  «[lapHuua»  3a  ajpecoll M Kuis, By”n.
Bopucninbcbka, 13; nideHsia AB Ne598086; ceinoutso npo atecrayiio
naboparopiit BKA N 128; ceptudikar GMP Ne 072/2023/GMP

MKA 113 go peectpauiiivoro noceiguenHa NeUA/6550/01/01 Big 28.04.2017
Ne478, 3i 3miHamu

N2 n.n. HallmeHyBaHHA NOKasHUKa Bumoru HopmaTMBHOT fOKyMeHTayil Pezynbrar aHanisy
1 Onuc TabneTku CBiTNO-KOPUUHEBOro KONbOPY 3 BKpaMieHHAMA, Bignosipae
NNOCKOLMAIHAPUUHOT GOPMI 3 GACKOIo | PUCKOIO, i3 3aNaxom Kakao
2 lnenTudikauia A Ha xpomaTorpamax BUnpo6oByBaHOTO PO3UMHY | PO3UUHY Binnosigae
NopIBHAHHSA, OflepxaHuX B po3gini "KinbkicHe BU3HayeHHs", Yacn
YTPUMYBaHHA NikiB NapaLieTamony, Kodeiy, auetuncaniyunosol
KUCNOTH, BIANOBIAHO, MatoTb CniBnagaTn
3 loeHTudikauia B Peakuis (c) Ha yuTpaTu Bignosinae
4 OpHopiaHicTb A030BaKNX oavHULbL  Bigrosigae Bumoram [OY, 2.9.40. NpuitmansHe 4n1cno Binnosigae *
Auetuncaniyunosa K1cnoTa, AV < 15,0 %
napaleTamon
5 OpaHopigHICTb 4O30BaHWX OAUHWUbL  Bipnoeigae Bumoram A0Y, 2.9.40. MNpuiimanbHe uvcno Bignosinae *
Kodein AV < 15,0 %
6 PoznagaHHsA He 6inbwe 15 x8 2 xB.
7 4-aminodeHon He 6inbwe 0,1 % Binnosigae *
8 CaniumnoBa Kucnota He 6inbtwe 3,0 % Binnosinae *
\{}{yh Hu g .
9 PO3HVI)—4"HHH ﬂapaueTaMt‘;n Bigrosigae sumoram AOY, 2.9.3 npu Q=75 % 3a 45 xB Bignosigae *
s
K¢ 0(“(" SELG - : : ) i i *
10 P03MVIHeHHﬂ O opel w Bignosigae sumoram JOY, 2.9.3 npn Q=75 % 3a 45 x8B Bignosigae
%{‘(}fw} -
11 POSHMHGH!-;H{A“;}LI’ cla}uuvm é Binnosigae sumoram AOY, 2.9.3 npu Q=75 % 32 45 xB Bignosigae *
KVIC}IOTa P E 1 o
12 MnKpo6nono~?* §142|é19ma ¥ KpuTepii npuitHATHOCTE: 3aranbHe uncnio aepobHnX Bignosigae *
.)

;‘
%a ‘x?’
Tdng y k&

mikpooprariamis - 10 3KYO/r. 3araneHe 4ucno APIKIPKOBUX
nniceriesux rpu6ie - 102 KYO/r. Bigcyrricts Escherichia colis 1t
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MpopoBxeHHs Ceprudikar skocti / Ceprudikar ananisy Ne 170000012087 M mmmm'mmml"l“"M"m" m

13 KinbkicHe BU3HaYeHHS He meHwwe 228 mr i He Ginbiue 252 mr aueTuncaniuunosoi kucnotu 247 mritab
B TabneTuj, y nepepaxyHKy Ha cepefiHio Macy

14 KinbkicHe BU3HaYeHHA He merwe 28,5 mr i He Ginbwe 31,5 Mr kodeiny B Tabnetui, y 29,3 mr/rab
nepepaxyHky Ha cepegfHio Macy

15 KinskicHe B13HaueHHs He menuwe 171 mr i He 6inbwe 189 mr napaueramony & Tabnetui, y 188 mr/tab
nepepaxyHKy Ha cepegHio Macy

16 YnakoBka BigrnosigHo no MKA 113 Bignogigae

17 MapkyBaHHA BinnogigHo 0o 3aTBEPAKEHOr0 TEKCTY MapPKYBaHHA Bianoginae

11. KomeHTapi: *NepioanuHicTb KoHTponio B kKoxHilt 10 cepii

12. YmoBu 36epiraHHs: B opuriHanbHiit ynakosui npu Temnepatypi He sutye 25°C.

13. 3asBa npo cepTudikauito: Lium nigreepgxyto, Wo BCi BUpoGHUYI cTagii gna uiel cepii roTosol npoayKuii 6ynu nposegeHi
B MOBHIl1 BIANOBIAHOCTI 3 BUMOramm, BCTaHOBNEHUMU B YMHHOMY KepiBHuuTB no GMP,
3atBepaeHoMy MiHiCTepCTBOM OXOPOHU 300pOB’A YKpaiHu, | 3 BUMOramu peecTpauinHoro
[0CbE KpaiHW NPU3HAYeHHsA

Cepia posBoneHa go peaniszauii / BigsantaxeHHs 3 16.12.2024

3aTBepaXyto
Mib: KopoTtkosa O.I.

MNocaaa: YnoBHoBaxeHa ocoba

Nipnucano enekrpoHHum nignucom: 16.12.2024  16:06
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[loKyMeHT nignucaHo y cepsici BuacHo (NpofioBKeHHs)
00481212_20241216_Certificate_170000012087 .pdf

Homep aokymenTy: 170000012087

[lokymeHT BignpasneHo: 16:07 16.12.2024

BianpaBHUK JOKYMEHTY

EneKTpoHHUIA nignuc

16:07 16.12.2024

€PMOY/INH: 00481212

t0p. Hassa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®IPMA JAPHULIA
cTapLumit iHcreKTop-ynosHoBaxeHa ocoba: KopoTkosa OkcaHa leopriiBHa

Yac nepesipxu KEM/ELN: 16:07 16.12.2024

CtaTyc nepesipku ceptudikaTty: CepTudikar aie

CepiltHuil Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: ksanidikoBaHUi






(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoBaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kuis, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 Mpuitmanbra
(+38044)207-73~41 Biggin KOHTPOMO AKOCTI
442

Ceprtudikar akocri / Ceprudikar aHanizy N2 170000014422

1. HalimeHyBaHHs npoayKuil:

UUTPAMOH-OAPHWLA

(Ha3Ba, cuna giifakTUBHICTb, Nikapcbka dopma Ta 1 TabneTka micTuTb: aueTuncaniumnooi kucnotu 240 mr, napauetamony 180

PO3MIP YNaKkosKy (iBeHTUYHO [1O TEKCTY Ha

ynakoBLi roToBoi NpoayKLi))
2. Homep cepii:
3. Po3mip cepii:

4. KpaiHa-Bupo6HuK:

mr, kodeiHy 30 mr; TabneTku; no 6 TabNeToK y KOHTYPHUX YapyHKOBUX
ynakoskax. MapKysaHHA yKpaiHCbKOI MOBOIO

PA1131124
148,365 TYI

YkpaiHa

5. HailmeHyBaHHA KpaiHu / KpalH npu3HayeHHA YKpaiHa

ANA cepii:

6. Homep peecrpauiitHoro nocBigUeHHRA: NeUA/6550/01/01

7. Darta BUpo6HULTBa: 11.2024

8. laTa 3aKiHYeHHA TepMiHy NpuAATHOCTI 11.2027

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

9. Hasea, agpeca Ta Homepu RilyeHsil BCix BUPOBNEHO, BKOUAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTPOMb AKOcTi Ha lMpAT
BinbHULb BUPO6GHULITBA | KOHTPOK AKOCTI; «OapmauestuHa  dipma  «[lapHuya»  3a  apgpecolo. M KuiB, ByA.

Ceptudikartu sBignoeigHocti GMP BCix

AiNbHUUDb:

10. AHani3 BMKOHaHWIA 3rigHoO:

PesynbTaTi aHanisy:

Bopucninbcbka, 13; niueHsia AB N°598086; ceigpoutBo npo avecTauito
na6opatopiit BKAA N2 128; ceprtudikat GMP Ne 072/2023/GMP

MKA N3 po peecrpayiftoro nocsiguerHs NeUA/6550/01/01 sig 28.04.2017
Ne478, 3i 3miHamu

N¢ n.n. HaliMmeHyBaHHA NoKasHUKa Bumoru HopmarueHoi JOKyMeHTauLil Pe3ynbTar aHanisy
1 Onuc TabneTku CBITNO-KOPUYHEBOIO KONbOPY 3 BKPANNeHHAMN, Bignosinae
NAOCKOUMAIHAPUYHOT popmin 3 Gackolo | PUCKOLD, i3 3aNaXoM Kakao
2 lgeHTudikauia A Ha xpomartorpamax BUNpo6oBYBaHOIO PO3UUHY | PO3UMHY Bignosinae
nopiBHAHHS, oflepXKaHux 8 po3gini "KinbkicHe BusHaueHHs", yacu
YTPUMYBaHHA Mikie napauetamony, kodeidy, aueTuacaniunnosol
KNCNOTUW, BIANOBIAHO, MatoTb cniBnagatn
3 laenTudikauia B Peakuin (c) Ha yutpaTy Bignosinae
4 OpHopigHicTb JO30BaHWX ofuHMLbL  Bignogigae sumoram LAY, 2.9.40. MpuimanbHe vuncno Bianosigae *
AueTuncaniunnosa KucnoTa, AV <150%
napaueTtamon
5 OpHopigHiCTb RO30BaHNX oAuHULL  Bignosigae Bumoram A0Y, 2.9.40. MpuitmanbHe 4ncno Bignosigae *
Kodein AV <150 %
6 PosnapanHs He 6inblwe 15 xs 3 xs.
7 4-amiHodeHon He 6inbwe 0,1 % Bianosigae *
8 Caniuunosa KucnoTa He 6inbwe 3,0 % Bignosinae *
gt [ERS n
9 PO3HM(B§3?I\I;IH Mapayeramén. Bignosgigae sumoram QOY, 2.9.3 npn Q=75 % 3a 45 x8 Bipnosigae *
10 PO{3~GV|H8HH;;‘I‘ Bignosigae sumoram AOY, 2.9.3 npn Q=75 % 3a 45 x8 Bianosigae *
11 PO;ZHMHEH Bianosigae sumoram AOY, 2.9.3 npn Q=75 % 3a 45 x8 Binnosigae *
Kuciota |
Kputepii NpuiAHATHOCTI: 3aranbHe Yyucno aepobHUx Bianosigae *

12 MiKp“QQiono i

7

mikpoopraHismie - 10 3KYO/r. 3aranbHe 4ncno gpixKAXKOBUX i
nniceHesux rpubis - 102 KYO/r. BigcyTHicte Escherichia colis 11
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13

14

15

16

17

KinbkicHe BU3HauYeHHA
KinbKicHe BU3HaYeHHA
KinbKicHe BU3HaueHH#A
YnakoBKka

MapkyBaHHs

MpogosxeHns Cep'rmf):KaT axoct | Ceme{):KaT auan;sy Ne 470000014422

He meHwe 228 mr i He Binbie 252 mr aueTuncaniumnoBoi KUCIoTu
B Tabnetui, y nepepaxyHky Ha cepeaHio macy

He menwe 28,5 mr i*He binbuwe 31,5 mr kodeiHy B Tabnetyj, y
nepepaxyHKy Ha cepeaHio macy

He menwe 171 Mr i He Binble 189 mr napaderamony 8 TabneTui, y
nepepaxyHKy Ha cepefHto mMacy

BignosigHo ao MKA i3

BianosigHo [0 3aTBEPAKEHOrO TEKCTY MapKyBaHHA

RRRRARER

243 wmr/rab
28,6 mr/Tab
180 mr/Tab
Binnosigae

Bignosinae

11. KomeHTapi:

12. YmoBwu 36epiranun:

13. 3aaBa npo cepTudikauito:

*NepiogunyuHicTs KoHTponto B KoxHIN 10 cepii

B opuriHanbHil ynakosui npu TemnepaTypi He uuie 25°C,

LUnm nigTeepaxyto, Wo Bci BUPOBHUYI cTadil Ans uiel cepii roTosol npoayKuii 6ynu nposegeHi
8 MOBHI BIANOBIAHOCTI 3 BUMOraMu, BCTAHOBNEHUMU B YNHHOMY KepiBHUUTBI No GMP,
3aTBepaKeHoMy MiHiCTEPCTBOM OXOPOHU 3[0POB'A YKpaiHy, i 3 BUMOramu PeECTpauitHoro

J0OCbE KpaiHU NpU3HayeHHs

Cepin nossoneHa Ao peanisauii / BigsaHTaxkenHs 3 13.12.2024

Mib: Kopotkosa O.T.

Mocapa: YnosHoBaxeHa ocoba

3aTBepaXylo

NignucaHo enekTpoHHUM nignucom: 13.12.2024  11:41

DokyMeHT nianucado y cepsici BuacHo (noyaTok)

00481212_20241213_Certificate_170000014422.pdf

Crop. 232



DokymeHT nignucaHo y cepsici BuacHo (NpoaoBeHHs)
00481212_20241213_Certificate_170000014422.pdf
Homep fokymeHTy: 170000014422

[okymeHT BignpasneHo: 11:46 13.12.2024

BignpaBHUK [OKYMEHTY

EneKTpoHHUiA nignuc

11:46 13.12.2024

€PMNOY/IMH: 00481212

tOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA JAPHWLIA
CTapLUuii iHcneKTop-ynoBHoBaxeHa ocoba: KopoTkosa OkcaHa leopriiBHa

Yac nepesipku KEM/ELM: 11:46 13.12.2024

CraTyc nepesipkn cepTudikaTy: CepTudikar gie

CepittHuit Homep: 32BA6ADAB780FF45040000009715000005D10100

Tun nignucy: KkeanidikoaHui
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