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{Onuc Tabnerku 6inoro KOIbOPY; IOCKOMMIHAP Y HOT TabreTkn 6inoro KOJ1bopy,

: dopmu, 3 dackoro. Ha OAHIHA oBepxHi Ta6neTKy HIIOCKONMIIHAPHIHOT

- |HaHEeCEeH i TOBapHHﬁBP{aKHi,LU'IpHEMCTBa,- Ha Apyritt dopmu, 3. gackow. Ha
TOBEpXHI TabeTiu ~ prcka. OHIH MoBepxHi TabaeTK
HaHeCeHMH TOBapHUit 3HakK
NiANPpHEMCTBA, Ha ApyTii
NOBEepXHi TaGAeTKH ~
pHCKa
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OanopignicTb Mpuiimansue yrcto (AV) grs nepumx 10 oguaMIb
JI030BAHUX OZIMHULD ¥ nosunHe 6yTi Menmte abo gopisHoBata L1 (15,0).
Ao npuiiManbie wucao 6iasue L1, BunpobyBanHio
MiJAa0Th HacTyDHi 20 0auHALE 1 064KnCAIoOTE
npuiiMaiabae aicio, Bumorn 00 BUKOHYIOTHCH, SKILO0
KiHNeBe NpHiManbHe YHCIo, pospaxoBade i3 30
OJMHUIIE, MeHIe af0 AopiBHIOE L1 i 0 1eH
IHAMBIAYaNbHUA BMICT y I030BaHil OAMHAHNII He €
meHmyM 3a (1 - L2x0,01)M i ge Ginbwm 3a (1 +
L2x0,01)M tpu 084uc/e HHL IPHUMaIBHOTO YHCIE
(L2=25,0).

Posyunenns Kpurepiit npuitaatHocTi Ha piBui S1 nosuHeH 6yt ve 99,6 %
menue (Q +5) % st KOsKHOT 3 6 O AUHKILD. AKILO
ojepkari pe3ysbTaTH He BiANOBIAAl0Th KpUTEpito
npuiHATHOCT] Ha piBHi S1, BUnpobysanHs

| opoxoBkyroTh Ha piBHAX.S2a60 S3. Q = 75 %. Yac
| pozunnenna 30 xB.

KiﬂbKiCHeAB:I-/IBHa‘IEHﬁHI Bmict CgH14N,0, (MeGixapy) B Tabsetni ma€ 6yTH Bij 0,3003-1'
0,2850 1 g0 0,3150 r,'y nepepaxyHKy Ha CepefiHio Macy

| TableTk. » o
Mikpo6iosioriuna 3aranbHe 90 aepotuux Mikpoopranizmis (TAMC):
yucrora ** KpuTepii npuiinataocti - 10° KYO/r.

| 3arajbHe YUCA0 APDKKOBHX T3 TJIICEHEBUX rpu6is
(TYMC): xpurepiii npuitnarocti - 10° KYO/T.

Biacyruicts Escherichia coli B 1 r npenapary.

HakyBaHHﬂ [To 10 Ta6ﬂefox_y Gaicrepi; o 2 GicTepy B navui Bianosigae
MapryBannsa | 3rigHo 3’ TexcToM MapKyBaHHs 40 p/n 3i aMiHaMu Bianosizae
TepMiH IpUAATHOCTI 4 poxu v Jo 07.2026 p.

- KOHTpONb RAHOr0 TECTy NMPOBOMATH s KOXHOT 17ATO0T Cepii FOTOBOIO. IPETapaty y 3B7S3KY 3 THM, IO IeH TeCT KOHTPOIIOKTE
B Hetbacoaannx TabneTkax. KoxKHOI cepil npenapary. - ** - KonTpons JaHOro TeCTy IPOBOMITE JUTH KOAHOT 1T TOL Cepif roToporo
npenapary y 38’13Ky 3 Biknosigsictio pupoGunursa V13 sumoram HBII (GMP).

BucuoBoX: MEBIKAP IC, Ta6erxs no 0,3 r Ne20 (10*2) y 6aicrepax y nmayri cepii 1480622
pignosizae Bumoram  MKSLai sminavu Ne 1-3. fo p/m UA/8823/01/01

Bastsa upo-cepridixaniiod LM s 3acniniyio; 1o HaBetena Bulie IdOpMaLlis € LOCTOBIPHOIO Ta TOUHOIO.

Ilio cepito mpomyxuiil 6yi6 BUpOGIEHO (BRIIOYAIOYN NAKYBAHHS | MAPKYBaiHs) Td IPOBEAEHO KOHTPOIb 11 sKOCTI Ha
BHIe3a3dadeniii- ainsAunl y moBHill BinmosigHocTi 3 BiMoraMuw GMP, BCTAHOBJICHHMH DPEryNSATOPHAM. OPraHoOM
Vkpafay, a Takox BIIMOBIAHO. 1o criemmdixauill, mo micTaThed y- peecTpauifHoMy NOCBE. TIporokoii# BRpOOHHLITBE,
TIAKYBAHHS TA AHAJT3IB 6YNO IEepernsHyTo T2 BeTahoBNeno sianosiinicts GMP.
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Ha3ga aikapcbkoro 3aco0y
Jlikapcbka (popMma, 103yBaHHS

PeecTpaniiine nocBigyenHs

Jinensin

Micue npoBafkeHHs AiATLHOCTI

Ceprudikatr GMP

Howmep cepii

Po3mip cepii
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AHaJi3 npoBeaeHO 3rigHo 3
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Ykpaina, 65080, Onecrka 0611, M.Oneca, Jltoctaopbcska nopora, 6yn. 86

Ten. (048) 7772950, daxc (0482) 340803
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Ceptudikat sikocti Ne 197

MEBIKAP IC

TabaeTku no 0,3 r

UA/8823/01/01 3i
3MiHaAMH

Nigter/

\V/

Binx 08.07.2022 poky

TepMiH Aii 6e3cTpOKOBO

BupoOHHITBO NikapcbKHX 32c06iB cepis AE Ne295499 Bin
20.02.15 p., 65080, Onecbka o6nacThb, M. Oxeca, JTiocraopdenka

aopora, 6ya.86

65025, m. Opneca, 21-ii kM CTapokuiBcbKoi qoporu, 40-A

051/2019/GMP gie go (sinet depxaikcayxon
Ne1695-001.1/003.0/17-22 Bia 15.03.2022 p.)

1970722
10 767 nmakos Ne20

07.07.22 p.

MKH 3i 3sminamu Ne 1-3 10 p/n UA/8823/01/01

HajimenyBanus Pe3yabTaTn
yBar Bumoru MK y
NOKa3HHKIB BHIPOOOBYBaHb
1 2 3
Onuc Ta6n1eTkH 6i10ro KoJbOPY, MJI0CKOUUAIHAPHIHOT Ta6aeTku 6is0ro KosboOpy,

dopmy, 3 packoto. Ha oaHiit nosepxni TabseTku
HaHeCeHW# TOBapHUH 3HaK MiANPHUEMCTBA, Ha ApyTiii
IIOBePXHi TabJeTKH — pUCKa.

TJIOCKOLMJIIHAPUYHOL
dopmy, 3 dpackoro. Ha
OAHIN NoBepxHi TabseTKU
HaHeCceHUH TOBapHHH 3HaK
niJNPHUEMCTBA, Ha JpyTii
MOBEPXHi TabJETKH -

pHUCKa

laenTudikaris A. Ha xpomaTtorpami BUIpo60BYBaHOT0 PO34HHY Ma€ Biznosigae

6yTH OCHOBHA I/IIMa Ha PiBHi OCHOBHOI MJIAMM Ha

XpoMaTorpami po34HHy NOpiBHAHHA, BiANOBiAHa iii 3a

po3MipoM i 3abapBieHHAM. [lonyCcKaeTLCA MIAMa Ha

JIiHii cTapTy.

B. Peakiiis Ha reTepoLMK/IiYHHI a30T. [MoauTHBHA
CepeaHs Maca Bix 0,3135r 80 0,3465 . 0,3321r




OpHopigHicTh [lpuitmanbre ynco (AV) gas nepuux 10 oAMHUID
A030BaHUX OJUHHULD * noBuHHe 6yTH MeHLIe a6o gopiBHIOBaTH L1 (15,0).
SIkwo npuiiManpHe yucIo Ginblie L1, BUNpo6yBaHHIO
NiAAX0Th HACTYNIHI 20 OAMHHI | 06YHCIIOITD
npHiiMasbHe Yucao. Bumoru 010 BUKOHYIOTHCH, SIKIILO
KiHLleBe NpHAMaJ/IbHe YHCII0, po3paxoBaHe i3 30
O/IMHHIIb, MeH1le abo JopiBHIOE L1 i xko01eH
inguBiAya/IbHUI BMICT y A030BaHill ogMHULI He €
MeHUMM 3a (1 - L2x0,01)M i He 6inbmum 3a (1 +
L2x0,01)M npu o64YKC/IeHHI NpUIIMaJbLHOTO YK
(L2=25,0).

Po3yuHeHHsA Kpurepii npuiinaTHOCTI Ha piBHi S1 noBUHeH 6yt He [100,1 %
meHite (Q + 5) % A1 KOXHOi 3 6 OAUHHLb. IKIIO
OJepaHi pe3y/IbTaTH He BiAMOBIAAIOTb KPUTEPIiIO
NPUHAHATHOCTI Ha piBHI S1, BUNpO6yBaHHs
IPOJOBXKYIOTh Ha piBHAX S2 a60 S3. Q = 75 %. Yac
po3unHeHHs 30 XB.

KinbkicHe BusHavenHsa |Bmict CgH14N,O, (Mebikapy) B TabseTui mae 6yTu Bigz (0,3017 r
0,2850r 10 0,3150 1, y nepepaxyHKy Ha CepeAHIO Macy

TabJIeTKH.
Mikpo6iosnoriyna 3arajsibHe YHC/10 aepo6HUX Mikpoopranismis (TAMC):
YyHUCcTOTa ** KpHUTepil npuiHATHOCTI - 10° KYO/r.

3arasibHe YMC/I0 APDKPKOBUX Ta IJIICEHEBUX TPUOIB
(TYMC): kpuTepiii npuitHaTHocTi - 102 KYO/r.
BiacyrHicTe Escherichia coli B 1 r npenapary.

ITakyBaHHsA [To 10 TabseTok y 6sicTepi; o 2 6aicTepH B nayui Bignosinae
MapkyBaHHA 3riZiHo 3 TEKCTOM MapKyBaHHs A0 p/n 3i 3MiHaMH Bignosinae
Tepmin npugaTHocTi 4 poku Jo 08.2026 p.

* - KoHTposnb 1aHoro TecTy npoBoasTh 1 KOXKHOI I1’ATO1 cepil FOTOBOro Npenapary y 38°A3Ky 3 THM, L0 L& TecT KOHTPOJIOIOTh
B HeacoBaHMX TabneTkax KOxKHOT cepil npenaparty. ** - KoHTposb 1aHONO TeCTy NPOBOAATH 15 KOXKHOI I’ATOI Cepii roToBOro
npenapary y 38’3Ky 3 BiAnoBinHicTio BupoOHuursa I'JI3 Bumoram HBIT (GMP).

BucHOBOK:  MEBIKAP IC, Ta6ieTku 110 0,3 r Ne20 (10*2) y 6aricTepax y mauui cepii 1970722
BiANOBia€ BAMOraM MK 3i 3minamu Ne 1-3 no p/n UA/8823/01/01

3asiBa npo ceprudikanito: Llum 5 3acBinuyro, L0 HaBeaeHa BUIIE iHPOPMALLis € JOCTOBIPHOIO Ta TOUHOK.

Lo cepito mpoaykuii 6yno BHpoOneHO (BKIIOYAIOYM NMAKyBaHHS i MapKyBaHHs) Ta NPOBEJEHO KOHTPOJb il SKOCTi Ha
BHLIE3a3Ha4YeHIH AinbHMLI y noBHil BianoBigHocTi 3 Bumoramu GMP, BCTaHOBJIEHHMM PETYJISTOPHHM OPraHOM
VKpaiHu, a Takox BianoBiano 1o cneuudikanii, wo MicTaAThCS y peectpauiiinomy aocbe. [IpOTOKOIH BUPOOGHHMITBA,
NaKyBaHHs Ta aHalli3iB OyJ10 NeperisHyTo Ta BCTAHOBJIEHO BiANOBigHicTs GMP.

Ykpaina
a. Opeca

3acTynHHK reHepajJbHOro JHPEKTOPA 3 AKOCTI

785080,
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