{(+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 170000000704

1. HaiimeHyBaHHA npogyKuii: MEDEHAMIHKA®

(HazBa, cuna fii/akTMBHICTb, Nikapcbka ¢opma Ta 1 TabneTka MicTMTL medeHamiHoBOT KncnoT 500 mr;

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha TabneTkwn, EkpuTi ofonoHko, no 500 mr; no 10 TabneTok ¥ KOHTYPHINA

YNaKoBLi roToBol NPoAYKLUIi)) YapyHKOBIN yNakoeUi; o 1 KOHTYPHIN YapyHKOBIA yNakosLi B navyi 3
MapKYBaHHAM YKpPaiHCbKOI MOBOIO

2. Homep cepii: DF10124

3. Poamip cepii: 58,259 TV

4. KpaiHa-BMpoGHUK: ¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/14487/01/01
7. Bata supoGHulyTBa: 01.2024

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 01.2027

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX BUpoGNeHOo, BKIOYAIOUM YNAaKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
SinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTiuHa dipma «fapHuua» 2a agpecoio: M Kuie, Byn. bopucninecbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BiNbHALYDL: niyeHszin AB N°598086;

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

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa N2UA/4487/01/01 eig 13.01.2020
Ne48, 3i 3miHamMm

PeayneTaTh aHanisy:

N° n.n. HaiAmMeHYBAaHHA NOKAZHWMKA Bumorm HOpMaTUBHOI noxymen‘raqy =—==a PeaynbTaT aHaniay
1 Onuc TabneTku goeracToi ¢opmu i3 ABOSRTKR ?."e’pkug puckow, Bignosipae
BKpuTi o6onoHkol Sinoro abo Kz IHOI"O‘IS?HbO Q N
2 laeHTUDiKaLin A IM-cnekTp ofepaHoro 3anu Qamqam TE Bianoeigae
CTaHOapTHOrO 3paska MedeH:

]
i Bo KHCJ‘IOTH EP \g,l P RS
a6o OC3 JIOY) E ﬁs -‘
3 laeHTUDiKaLis B Yi-cnektp sunpoSoeyBaHoOrd pg '-Ilr‘IH T BaHorq, Bianoeigae

onucaHo y posaini «KinbkicHe\RiE3 E'-IEHHH» & obnacti aipr, 0 Hm

\

80 400 HM NOBUHEH MaTK MaKOW!

HM
4 OCgHopigHicTb go3oBaHMX oAWHULL  Bignosigae Bumoram A0V, 2.9.40. MNpsk _HE :Lignr.m AV < 15,0 Bignosipae
%
5 PoznapaHHAa He 6inowe 30 xB 10 XenanHu
6 2,3-AnmeTunaHiniy He Ginbwe 0,01 % (100 pm) Bignoeipae
. OHHMN a5 . . - .
7 Cynposlgul‘ﬂowmmf' 0{% Byab-AKoi gOMIlLKK - He finbwe 0,2 % Bignoeigae
<" &

B8 PosuhHeHHﬂopOTKOBa (" Bigpnogigae Bumoram APY, 293 npu Q=75 % 3a 45 xB Bignoeigae
= OxcaHa £

9 MikpoGiongrgiriwrara = BigpnosigHo o MKA N3 Bipnosinae
= eaPnoy/lNH =

10 KinugicHe BpHEY S o 475 - 525 mriTab 484 wmritatin.

medeRamiHOBOI KNCNOTH 4
-9,," o
Cay oy av

Crop. 132
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1 ¥Ynakoeka BignoeigHo no MKA N3 Bignoeigae

12 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: Bbes koMeHTapiB

12. YmoBn 36epirannn: B opuriHanbHii ynakoBUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCTYNHOMY AnA
Aiten micyi.

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

Cepin po3BoneHa go peanizauyii / BigBanTaxeHHn 3 08.02.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 08.02.2024  13:52
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JokymeHT nignucaHo y cepsici BuacHo (NpoA0OBIKEHHR)
00481212_20240208_Certificate_170000000704.pdf

HoxkymeHT BignpaeneHo: 13:55 08.02.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

13:55 08.02.2024

€OPMNOY/IMH: 00481212

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

Yac nepesipru KEMN/ELN: 13:54 08.02.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin




d AAPHUUS

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

| L

Ceptudikar akocri / Ceprudikar ananisy Ne 170000004955

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:

MEDEHAMIHKA®

1 TabneTtka mMicTMTL MedeHamiHoBOT KncnoT 500 mr;

TabneTkwn, EkpuTi ofonoHko, no 500 mr; no 10 TabneTok ¥ KOHTYPHINA
YapyHKOBIN yNakoeUi; o 1 KOHTYPHIN YapyHKOBIA yNakosLi B navyi 3

MapKyBaHHAM YKpaiHCbKOIO MOBOIO
DF30424
59,250 TYN

¥kpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHAa YkpaiHa

ans cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/14487/01/01
7. Bata supoGHuLTBa: 04.2024

8. Bara sakiHueHHA TepMiHy NPMAATHOCTI 04.2027

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX

BUpoBNeHo, BKAICYAIOUM YNAKOBKY/MapKyBaHHA Ta KOHTpONb AKocTi Ha MNpAT

BinbHMLL BUPOGHULTBA | KOHTPONIO AKOCTI; «QapmauesTiuHa ¢ipma  «flapHuua» 33 agpecowo: M KuiB, Byn.
Bopucninbceka, 13; niuensia AB N°S98086; ceigouTeo npo atecrauilo
naBopartopiit BKA N2 128; ceptndikat GMP Ne 072/2023/GMP

Cepmudixatu BignoeigHocti GMP Bcix
AiNbHAYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTi aHanisy:

MKA N3 go peectpauiiiHoro noceiguyeHHAa NeUAJ14487/01/01 eig 13.01.2020

Ne4B, 3i 3miHamm

N°n.n. HalAmMeHYBAHHA NOKAZHWMKA

BuMoOrM HOpMaTUBHOI fJOKyMeHTaLii

PeaynbTat aHanisy

1 onuc
2 laeHTUDiKaLin A
3 laeHTUDiKaLis B
4 CgHOpPIAHICTb 030BaHNX OAWHULDb
5 PoznapaHHAa
6 2,3-AnmeTnaHiniv
7 CynposigHi gomiwkn
<] POB'-II‘IHGHH{I‘. oRHuy
oo
*] Mi <
Pt aREEe
: OxcaHa £
10 Kinekicre dYSRIRIAIRHA Z
: eaPnoy/lNH =
11 Yna 00481212 -
m,gixa 5
L7 o

‘?‘»auo ¥ a“'a

TabneTku QOBracToi ¢opMU i3 ABOONYKNOK MOBEPXHEID, 3 PUCKOID,
BKpuTi o6onoHkow Sinoro abo MajinE ggm OrBaDY
IM-cnekTp ogepaHoro 3am1uJ /" nnoslna'ﬂi LRem
CTaHOapTHOro 3paska Me¢e 1 m BOI Kﬁtrbfn (EP‘G&
abo OC3 ADY) TOKYME mns\w
Y®-cnektp sunpobosyBaHg ei 03l-| npm.r rq

onucaHo y posaini «Kinbm e. u H acnh?
8o 400 HM NoBUHEH maTK M2 MyM 3a p,o mm xsun%:f 3
HM
BignoBigae eumoram QOY, 2
%
He Hinbwe 30 xB

He Ginbwe 0,01 % (100 pm)
Byab-AKoi AOMILLKK - He Ginbwe 0,2 %
Bigpnogigae Bumoram APY, 293 npu Q=75 % 3a 45 xB

KpuTtepii npuiAHATHOCTI: 3aranbHe Yucno aepofHux
MikpoopraHizmie - 1000 KYO/r. 3aranbHe 4icno apikmKoBux i
naiceHeBux rpubis - 100 KYO/r. BigcytHicts Escherichiacolis 11
He meHwe 475 mr i He Ginbwe 525 Mr medreHamiHOBOI KNCNOTH, B
nepepaxyHKy Ha cepefHio macy Tanetkm

BignosigHo oo MKA N3

Bianoeinae

Bianoeinae

Bianoeinae

Bianoeigae
12 xe.

Bianoeigae
Bianoeigae
Bianoeigae

Bignoeigae *

4935 mritab

Bianoeinae
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12 MapKyBaHHA BignoeigHo no MKA N3 Bignoeigae

11. KomenTapi: *MepioAW4HICTL KOHTPONIC B KokHIA 10 cepii

12. YmoBn 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegocTynHOMY AnA
piten micyi.

13. 3anBa npo ceprndikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi Npopaykuii 6ynu npoeefeHi
B NOBHiil BigNOBIAHOCTI 3 BUMOraMK, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0EB'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NPU3HAYeHHA

Cepin po3BoneHa go peanizauyii / BigBanTaxeHHn 3 15.05.2024

3aTBepaKyio

MNib: Kopotkosa O.I.

Mocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 15.05.2024 08:32
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKeHHR)
00481212_20240515_Certificate_170000004955.pdf

HoxkymeHT BignpaeneHo: 08:36 15.05.2024

BnacHHMK AOKYMEHTY

EnexTpoHHMiA nignuc

08:36 15.05.2024

€OPMNOY/IMH: 00481212

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

Yac nepesipxu KEMN/ELN: 08:36 15.05.2024

CtaTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF4504000000571 5000005010100

Tun nignucy: kBanigikosaHwin
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