Hasga gikapcebkoro 3acoGy
Jlikapcbka ¢popma, 103yBaHHs
PeecTpaniiine nocpingenns

Jlimen3sis

Micne npoBamkenns

TOBAPHCTBO 3 NOOATKOBOIO BIATIOBIIAJIBHICTHO “IHTEPXIM"

TAB "IHTEPXIM"

e

Ykpaina, 65080, m.Oneca, Jlioctnopdceska nopora, 86
Ten. (048) 7772950. dake (0482) 340803,
E-mail: INFOPINTERCHEM.COM . UA
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Ceprudixar saxoeri Ne 040 Bix 12 Gepesnust 2022 poky

MEBIKAP IC
Tabierkn no 0,5 r

UA/8823/01/02 3i 3Minamu TepMiH aii 6e3¢TpokoBoO

Bupo6HuuTBO Nikapchkux 3acobis
cepig AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka o6acTs,
M. Oneca, Jlroctnopdcerka nopora, 6y1.86

65025, m. Oneca, 21-# kM CrapokuiBebkoi qoporu, 40-A

RisVILHOCTI

Ceprudixar GMP 051/2019/GMP zie no 07.06.2022 p.
Homep cepii 0400322

Po3mip cepii 6 080 ynakoBok Ne 20

Jdara BHpoGHMNTEBA 11.03.2022 p.

Amnaji3 nposeneno srinno 3 MK 3i sminamn Ne 1-3 1o p/m UA/8823/01/02

HajimenyBanus Bumorn MKJI Pesyabrarn BunpoGyBansn
NOKAa3HAKIB
1 2 3

Ormuc Tabaetku 6i10ro KoJbopy, MIOCKOUMAIHAPHIHOT Tabnetku 6inoro KOJILOPY,
dopmu, 3 dackoro. Ha oauiit nosepxHi Tabnerku MJIOCKOUMIIHAPHYHOT  dopMu, 3
HaHECeHHUH TOBAPHUH 3HaK MiANPHEMCTBA, Ha APYTiii dackoro. Ha oxniii noBepxHi Tabnetku
NOBEPXHi TabJIETKH — pUCKa. HaHeceHuH TOBapHUH 3HaK

NiANpUEMCTBA, HAa APYrid NOBEPXHi
TabJIeTKH — prUcKa

Inentudikauis A. Ha xpomarorpami BUpoGOBYBaHOro po34MHy Ma€e Bianosinae
OyTn OCHOBHa 1JIAMa Ha PiBHI OCHOBHOT UMM Ha
XpoMarorpami po3uuHy MOpiBHAHHA, BiATNOBiHa iii 3a
po3mipoM i 3abapBneHHsM. JlomyckaeTbes isMa Ha
JiHii cTapTy.
B. Peakuis Ha reTepouMKIiuHuMI a30T. ITo3uTBHA

CepenHs Maca Bin 0,5225r 1o 0,5775 r 0,5508 r

OnHopiaHicTh Ilpuiimanehe uncno (AV) ans nepummx 10 oxuHMLb

JI030BaHUX nosuHHe OyTM meHwe abo nopiBHioBatm L1 (15,0).

OIUHULE* Axwo npuitmanbre yncno Ginswe L1, Bunpo6yBaHHO
mianaTe HactynHi 20 ODMHHUE 1 OGYMCIIOITD
npuitmansHe umrcno. Bumoru OJIO BUKOHYIOTBCS, SKILO
KiHIEBE TNpHUiMalIbHE 4YWCIO, po3paxoBaHe i3 30
OMMHHMLL, MeHwe abo jopiBHoe L1 1 sxomen
IHMBiZyanbHUH BMICT'y 1030BaHili OAMHHMLI He €
MeHumM 3a (1 - L2x0,01)M i He GinbmmuMm 3a
(I +L2x0,01)M npu o6uucneHHi npuitManbHOro ykcia
(L2=25,0).

Po3zunHenus Kpurepi#i npuithatrocti Ha piBHi S1 noBuseH 6yTH He | 99,2 %

meHwe (Q + 5) % mns kKoXHOI 3 6 ogMHMUDL. SIKIO
OZep)KaHi pe3yNbTaTH He BiANOBIJAIOTL KPHTEPIiIO
NpuAHATHOCTI  Ha  piBHi  S1,  BuUNpoGyBaHHs
NPOIOBXKYIOTh Ha piBHAX S2 abo S3. Q = 75 %. UYac
po3unsHeHHs 30 xB.




1 2 3
Kinekicue Bwmict CsH1uN,O; (meGikapy) B TabneTwi mae OyTH Bix 0,5046 r
BHU3HA4eHHs 0,4750 r no 0,5250 r, y nepepaxyuky Ha CEPENHIO Macy
TabneTku.
MikpoGionioriuna | I[Tpenapar HanexHTh 10 HOBOAHMX HECTEPUIILHUX i
yucroTa** JIKapChKHUX 3acOBiB 1 OPasIbHOrO 3aCTOCYBaHHS.

3aranbHe uMcNo aepoGHUX  MiKpOOpraHisMip (TAMC):
KpuTepii npuitngtrocti - 10° KYO/T.

3aranpHe 4MCNO APDKIKOBUX Ta  IUTiICEHEBUX rpubis
(TYMC): kpurepiii npuitnatHocTi - 10° KYO/T.
BiacytHicts Escherichia coliB 1 r npenapary.

ITakyBanus Io 10 Tabnerok y 6aictepi; no 2 Onicrepu B nmauni Binnosinae
Mapkyganus 3riZIHO 3 TEKCTOM MapKyBaHHs 10 p/nl 3i 3MiHAMH Biamnoginae
Tepmin 4 poku o 04.2026 p.
NpUAaTHOCTI

* - Koutpons nanoro Ttecty TPOBONATL AN KOXHOT M'sAToi cepii roToBoro npenapary y 3B’A3Ky 3 THM, WO Leil Tect
KOHTPOMOIOTh B He(hacOBaHMX TabaeTKaX KOKHOT cepii npenapary.
** - Kontpons nanoro Tecty TIPOBOIATL ANst KOXKHOI II'AATOI cepii roToBoro mpenapary Yy 3B’3KY 3 BIINOBIAHICTIO BUPOGHULTEA

I'JI3 sumoram HBIT (GMP).

Bucnosok: MEBIKAP IC, ta6ieTtku no 0,5 r Ne 20 cepii 0400322 Bixnosiaae Bumoram MK 3i 3MiHaMH
Ne 1-3 no p/m UA/8823/01/02.

3asBa nmpo ceprudixamiro: Lum s 3aCBiAYYI0, IO HaBeleHa BuIIe iHdOpMauis € JIOCTOBIPHOIO Ta
To4HoM0. [0 cepito mpoaykuii 6yn0 Bupo6ieHo (BKIIOYAOYM NaKyBaHHA i MapKyBaHH$) Ta MPOBEIECHO
KOHTPOJIb il SKOCTI Ha BHILUE3a3HAYeHill ALTbHMII Y TOBHIN BiANOBiAHOCTI 3 BuMoramu GMP,
BCTAHOBJICHUMH PETYJIATOPHUM OpraHom YKpaiHu, a TakoX BimoBizHo 10 crneuMdikaiii, Wo MicTATbCS
Y peectpauiiinomy nocwe. IMpoTtoxomu BUPOOHMLTBA, NaKyBaHHs Ta aHajli3iB OyJ10 neperjasHyTo Ta

BCTAHOBJIEHO BIANOBiAHiICTE GMP. ;
A A Yepaikg
55080, m. Oneca
3acTynHHK reHepabHOrO AMPEKTOPa 3 AKOCTI Aogrnopdeska sopora, 86

“TAB “IHTEPXIM” 3. 0. Tixep

LAIA KOHTPOASE SIKOCT]

/YnoBHoBa:xxeHa 0c06a
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TOBAPHCTBO 3 JIOJATKOBOH) BINOBIZAJBHICTIO «IHTEPXIM»

TAB «(IHTEPXIM» ﬁimr 7

Yrpaina, 65080. Onectka o6n , m Oxeca. lioctaopdesxa nopora, Gy, 86
Ten, (048) 7772950, daxc (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

CepTudixaT sixoeri Ne 2018

Hassa nikapceskoro 3acedy
Jlikapcbka opma, 103yBaHHS

PeecTpauiiine noceinuenns

Jlinenszis

Micne npoBaxkenns JigabHOCTI

Ceprudikar GMP

= Chem

V,

eig 05.12.2022 poky

MEEIKAP IC

Tabaerkn mo 0,51

UA/8823/01/02 3i
3MIHAMH

TEPMIH aif He3cTpokoBo

Bupoduuurteo gikapebkux 3acodin cepin AE No295499 gig
20.02.15 p., 65080, Ozecbka obnacts, M. Oneca, JliocTaophebka
nopora, 6y1.86

65025, m. Oneca, 21-ii kv CrapokHisenkoi qoporu, 40-A

051/2019/GMP nie g0 (et depskiaikcaysxon

Homep cepil

Po3smip cepii

Hata eppobuunTBa

Auajii3 npoBeeHo 3rigHo 3

Ne1695-001.1/003.0/17-22 win 15.03.2022 p.)

26181122
17 751 naKkoe Ne2(

15.11.22  p.

MK 3i sminamu Ne 1-3 mo p/m UA/8823/01/02

HaHeCeHHH ToBapHMH 3HaK NiANPUEMCTRA, Ha APYTiH
[IOBEPXHI TaBJIeTKH - pPUCKA.

HaiiMmenypanus PesyiabTaTn
yBax Bumorn MK# M
NMOKA3HKKIB BHNPOOOBYBAHL
1 2 3
Onuc TabaeTku 6in0ro KOIBOPY, NAOCKOUMAIHAPHIHOL TabneTkn 6inoro koasopy,
GopmH, 3 dackow. Ha ogHil nosepxHi TabaeTku ILACCKOUMAIHAPHYIHOT

dopmu, 3 dackow, Ha
0Hi} noBepxHi TaGMeTKH
HaHeceHHH TOBapHUH 3HaK
IiAIIPHEMCTBA, Ha ApyTii
NOBEPXHI TaGAETKH —

pHUCKa

InenTudikarnin A. Ha xpomarorpaMi BUIpo60BYBaHOT0 PO3YHHY Ma€ Binnosizae

6yTH OCHOBHA N/IAMa Ha PiBHI OCHOBHOI IVIAMHM Ha

XPOMAaTOI'PaMi PO3YHMHY NMOPIBHAHHA, BIANOBIAHA iii 3a

posmipow i 3abapeaeHHM. JoNycKaeThca IAMA Ha

JiHiI cTapry.

8. Peaknis Ba reTepouMKaigHui a30T. [Mo3uTHBHA
Cepenn "\ 0,5225r g0 0,5775 T 0,5500r




OaHopipHicTE MpuiimanabHe vyucao (AV) pus nepwnx 10 oguHUIb 1,3
JO30BAHUY OJTMHUI * noBuHHe 6yTH MeHd1e aGo jopiBHiosaTy L1 (15,0).
AKuio npuiMaTbHe vucio 6iabwe L1, BUIPOGYBaHHIO
MiAgarThE HACTYRHI 20 0AMHHUID | 06YKHCAIITE
npuiMaibHe uucao. Bumors 010 BUKOHYROTHCA, SKILO
KiHIleBe NpHiiMasibHe YHCIIO, po3paxoBane i3 30
OJIMHHIIL, MeHIIe abo gopiBHioe L1 i xoaeH
inuBLIYaTLHER BMICT ¥ A030BaHIA 0/MHHUL He €
meHITHM 3a (1 - L2x0,01)M i He GinbwuuM 3a {1+
1.2x0,01)M npu 064YMCIeHHI NPHAMA/IEHOTO 9HCIA
(L2=25,0).

Po3uMHeHHd Kpurepiii npuitHaTHOCTI Ha pisHi S1 nosunen 6ytn He | 99,2 %
MeHie (Q + 5) % 419 KOXKHOI 3 6 0AHHULb. Axmo
ofepHaHi pe3yJbTaTH He BIANOBIAI0TH KPUTEPilo
npuiiHATHOCTI Ha piBHI S1, BunpofyBaHHA
POOBXYIOTE Ha PiBHsIX S2'ado $3.Q = 75 %. Yac
posuunenns 30 xB.

KinpkicHe Busgavenns  |Bmict CgH14N402 (Meﬁu{apy] B Tabnerni mae 6yTH Big  |0,4988 r
0,4750r 10 0,5250 .y nepepaxyHKy HA CepesHi0 Macy

TabJAETKH.
Mixpo6ionorigsa 3araibHe YHCAO aepofHUX 'MiKpoopraHisMiB (TAMC): |25KYO/r
queToTa ** KpHTepiii npuiHsaTHocTi - 10° KYO/T.

3aranbHe YMCA0 APDKKOBHX Ta IiceHeBHX TPHOIB Merue 5 KYO/r

(TYMC): xpuTepiit npuitnsTHOCT - 10° KYO/T,

Bigcytuicts Escherichia coli s 1 r npenapary. Binnosifae
[TakyBaHHA [To 10 Tabaetok y GuicTepi; mo 2 GaicTepH B mavni Bignosinae
MapkyBaHHA 3riJlHO 3 TEKCTOM MapKyBal-;[HF{ Jlo p/ 3i 3MiHaMu Bignosigae
TepMm NpHUAATHOCTI 4 poxu ' Jo 12,2026 p.

- KouTpoJis JaHoro TecTy NPOBOLATH L1 KOKHOT 1°ATOI cepil TOTOBOTO npenapary y 3B A3KY 3 THM, 110 LE€H TECT KOHTPOIOKTh
B HehacoBaHyX TabIETKax KoxHOT cepii npenapary. ** - KOHTPQ.b JaHOTr0 TECTY NPOBOIATE 174 KOKHOI 1’410l cepil roToBoroe
npernapaty y 3B 3Ky 3 BianoianicTic BupodHuLTRa [JI3 BHMOTaM HBIT {GMP).

BucHoBok:  MEEBIKAP IC, Tabserxu mo 0,5 r Ne20 (10*2) y 6aicrepax y navni cepii 26181122
BiATIOBIZa€ BUMOram MIS 31 3minamu Ne 1-3 no p/on UA/8823/01/02

3asBa npo ceprudikamito: LM g 3acBIMUYIO, WO HABE1SHA BHIE indopMalis € TOCTOBIPHOIO Ta TOYHOIO.

1o cepito mpoaykuii 6y1o BHPOOGIEHO (BKNHOUAIOYHM NAKyBaHHA i MapKyBaHHS) Ta MPOBEICHO KOHTpOMb i AKOCTI Ha
BHINE3a3Ha4eniil AinbHALI vy noBHil Bianosinwocti 3 Bumoramy GMP, BCTAHOBICHMMH DPEry/ISTOPHUM OPraHOM
Vipainy, a TaKo® Bianoeiano jo crneundikauiil, mwo MicTATbCA ¥ peecTpauiiiHoMy pocke. TIpoTokonn BUpPOGHMUTEE,
[aKyBAHHS T4 aHaTi3iB By NePEriIHYTO Ta BCTAHOBNEHO BiANoBiAHICTE GMP.

Yupaina
5080, M. Opeca .
A LRKES [ Qﬁ@{ﬁg 86 rlxep 30-
" (11B)
“IHTEPNIM

BALIA KOHTPOAR HKOCT
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TOBAPUCTBO 3 LOMATKOBOIO BUIIOBIAANBHICTIO KIHTEPXIM»

TIB «IHTEPXIM»

VY xpaing, 65080, Oneckra o6, w.Oneca, Jioctaopteska fopora. Gyn. 86
ten. (048) 7772950, duke (0482) 340803
E-mail: lNFO@IN'l‘ERC'HEM.(‘OM.UA

Ceprudirar sikocti Ne 274

Haspa JikapcsKoro 3acody

Jlixapenka Gopma, 103y BaHHs

Peccrpauiiine mOCBIICHIS

Jlineusist

Miciie mpoBajOKCHI AisisHocTi

Ceprudixar GMP

Bin 24.10.2022

poKy

MEBIKAP I1C

raGaerin o 0,5 r

UA/8823/01/02 3i

3MIHAMM

TepMin il Ge3CTPOKOBO

BupoGHANTEO JIKAPCHKHX 3acobiB cepist AE Ne295499 nin
20.02.15 p., 65080, Onecnia 061aCTE, M. Oneca, Jloernopderra
popora, Gyn.86

65025, m, Oneca, 21-# XM CTapOoKHIBCLKOT A0POIy, 40-A

051/2019/GMP nie po (et HMeprtikenynbu

Homep cepil

Posmip cepil

JlaTa sHpoOHENTEA

AMAJI3 TPOBEACHO 3TN0 3

Ne1695-001.1/003.0/17-22 Bin 15.03.2022 p.)

2741022
6 438
12,1022 p.

naxos Ne2(

MK 3i avipavu Ne 1-3 no p/n UA/8823/01/02

Hai’menquﬂﬂ Bumorn MKST PesyianraTy
HOKA3HUKIB BUNPoGOBYBAHL
1 2 3
Onuc Ta6aeTku 6110r0.K0ALOPY, MIOCKOUHIHAPHYIHOT TabaeTkn 611010 KOILOPY,
dbopmy, 3 dackorw. Ha opuift nopepxHi rabserky NOCKOLUNHAPHUHOT
HaHeceHu i TOBAPHUI 3HAK NIANPHEMCTBA, Ha Apyrin dopmy, 3 packoro, Ha
nopepxHi TabeTKy - PUCKa. ozHi noBepxHi TaBAETKH
HaneceHHil TOBAPHHUH 3HAK
1 ATPUEMCTA, Ha APYTiK
noBepxHi TabnerTky -
pucka
InenTudikanis A, Ha xpomarorpami BUIPOOOBYBANOrO POSUMHY MAE Bignosinae
GyTH OCHOBHE IUISIMA Ha piBHi OCHOBHOI NIAMM HA
xpomarorpami posuuny nopiBHSAHHSA, BIANOBIHA ifi sa
posmipom i 3a0apBACHHAM. Jonycxaerbes MuAMa Ha '
ainil crapry.
B. Peakuiis Ha reTepoLHKIIuHuil g2 [lo3MTHBHA
Cepeans Maca Biz 0,5225 r 5o 0,5775 ¢ 0,5506 T

.4 zéxf. 58

£rG 30./2 2022




OHOPIAHICTD
JL030BAHMX OAHHHMLb ¥

TIpuiiManbHe YUcao (AV) A/ TIepUIHX 10 opuHULb
noBUHHEE 6yTH MeHule abo JOPIBHIOBATH L1 (15,0).
Slkuo mpuiimMasbHe YKo Gibile L1, BUITPOBYBAHHIO
nignaoTs HacTynsi 20 OfRHALD 1 0GYUCIIOTH
npuitManbe yrcio. Bumorn 00 pruxonyI0TECA, AKILO
KiHUeBE NPUMa/IbHE YKCIIO, PO3PAXOBAHE iz 30
OZNHKL, MERIE a60 fopisHioe L1 i3xoaeH
iHAMBiAyaNLHA BMICT Y A030BaHIHA OAMHHULI HE €
menmM 3a (1 - L2x0,01)M i ne Ginbiumm 3a 1+
1.2x0,01)M niput o6uncAeHH] IPAAMAIBLHOTO YHCIA
(L2=25,0).

Po3YMHEHHA

Kpurepiit npuitHaTHOCTI HA pisui S1 nosuxew 6yTH HE
menwe (Q + 5) % 1A KOKHOL 3 6 OpuHNALb. ARwo
OJlepKaHi pesysIbTaTH He BiAMOBIAAIOTL KpUTEPIIO
npuiiHsATHOCTI Ha piBHi 51, BHNPOBYBAHHSA
NPOOBKYHTh Ha piBHAX 52 a60 $3.Q =75 %. Yac
pozunHenHs 30 XB,

99,4 %

KinbkicHe BUZHAYEHHA

Bwmict CgH14N40, (Mebikapy) B Tabsetui Mae 6yTH Biz|
0,4750 r 10 0,5250 I, y niepepaxyHKy Ha Cepe/iHio Macy
TAGJETKH.

049751

Mikpo6iosoriyna
querora **

Zara/ibHe YACH0 aepoGHUK MiKPOOPraHiamin (TAMC):
KpHTepiil npuiHATHOCTI - 10% KYO/r.

3aralibHe YACH0 APIIDKOBHX T TUIICEHeBHX rPHGIB
(TYMC): kpwTepiil TpHHHATHOCT] - 10% KYO/r.

BigcyrnicTs Escherichia coli B 1 r npenapary,

[TaKysaHHst

Tlo 10 TaGneToK y Gnicrepi; o 2 Gaicrepn B nayui

Bigrosigae

MapkyBsaHHs

3rifHo 3 TEKCTOM MAPKyBaHHsA A0 p/n 81 3MiHaMu

Bijosijae

Tepmin npuAaTHOCTL

4 poxu

Jlo 11.2026 p.

# .. Kourposts 1aHOro TeCTY TPOBOITH A KOKHOT
B nedaconaruy TaGnerkax KoXHol cepii nperapary, **

nipenapaTy y 3B°A3Ky 3 ianosignictio BupoduuuTsa IJ13 sumoram HBIT (GMP),

W0l cepii FOTOBOro npenapary y 38°43Ky 3 THM, 110 welf TecT KOHTPOIIOIOT:
« KOHTPO:Tb JAHOTO TECTY NPOBOAATL ANA KOSKHOT 1151701 cepii rorosoro

Bucnosox:  MEBIKAP IC, Tabaerku no 0,5 r Ne20 (10*2) y Gaicrepax y nauni cepii 2741022

pinnoeizae BUMOram

3asisa npo ceprudikaniio:
Lo cepito mpoaykuii 6yno BUPOGAEHO (BKIIOUAKUY IaKy
BHINe3a3HadeHiil HinpHnud y ToRHid BIATIOBIZHOCTI 3 B

Vkpainn, a TakoK BIINOBIAHO KO criermdixaniif, 1o MICTATLCS Y peecTpail

MK 3i sminamu Ne 1-3 a0 p/n UA/8823/01/02

L{MM st 3aCBIAYYI0, L0 HABEACHA BHILE indopmanis € JOCTORIPHOIO T4 TOHHOIO.

naKyBaHHS Ta aHani3is Oysio niepernaHyTo Ta peraHoBieno pinnosiapicrs GMP.

3aCTYNHMIC FEHEPAILHOI0 TUPEKTOPA 3 aKocri

[ YnopHopaxkena ocoda

BauHsl | MAPKYBAHHA) T4 NPOBEACHO KOHTPOIH 17 SKoCT Ha
uMorami GMP, BCTRHORJICHHMH PErySTOPHHM OPrainom
finomy focke. TIPOTOKONH BHPOGHHITE,

Yipaiua
- BEO80, M. DagcR )
v; opora, H6 Fixep 3.0.
NLAAC b
SRR eI e
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TOBAPUCTBO 3 JOLATKOBOK BIAITOBIIAJIBHICTIO "IHTEPXIM"

. TAB "IHTEPXIM"

Vkpaina. 65080. m. Oxeca. Jlroctiopdebka 1opora. 86
Ten. (048) 7772950. daxc (0482) 340803.
E-mail: INFO @ INTERCHEM.COM.LIA

Ceprudikar sxocti Ne 306 Bix 16 rpyans 2021 poky

Haszpa aikapcekoro 3acofy MEBIKAP IC

Jlikapcbka ¢popma, 103yBaHHss  Taduaerkm mo 0,5 r

PeecTpaniline nocBiguenus UA/8823/01/02 3i 3MiHaMM TepMiH 1ii 6€3CcTPOKOBO
Jlinen3sis BupoOuuiTBO NikapcbKux 3acobiB

cepis AE Ne 295499 gin 20.02.15 p., 65080. Onecbka 061aCTb.
M. Opeca, Jlroctaopderka nopora, 6y1.86

Micne npoBax:KeHHsI 65025. M. Oneca. 21-#t km CtapoxuiBebkoi qoporu, 40-A
JiSIBHOCTI

Ceprudirar GMP 051/2019/GMP xie 10 07.06.2022 p.

Howmep cepii 3061221

Po3mip cepii 6 367 ynakoBok Ne 20

Jlata BHpoOHHUITBA 15.12.2021 p.

Amnaniz nposeaeno srizao 3 MK 3i sminamu Ne 1-3 no p/m UA/8823/01/02

HaiimenyBanns Bumorn MK PesyabTarn BHOpOOYBanb
HOKA3HHKIB
1 2 3

Onuc Tabnerku 6171010 KONBLOPY, MIOCKOUMIIHIPUIHOT Tabnetkwu 6inoro KOJIbODY,
¢opmu, 3 packoro. Ha onHiii nosepxHi TabneTKu IUIOCKOLWJIIHAPUYHOT GOpMH, 3 dackoto.
HaHeCeHUI TOBapHUH 3HAK MiANPUEMCTBA, Ha JIPYTiid Ha onnili noBepxHi TaOneTku HaHECEHH
noBepxHi TabJeTKH — pHUCKa. TOBApPHWH 3HAK IiANPUEMCTBA, HA APYTiid |

TIOBEPXHi TabJIeTKK — PHUCKa.
[nenTudikanis A. Ha xpomarorpami BUNIpoOOBYBaHOTO PO3YMHY Mae Binnoginae

OyTH OCHOBHA IIsIMA Ha PIBHI OCHOBHOI TJIAMU Ha
XpomaTtorpami po34uHy MOpiBHIHHS, BIAMOBIIHA 1i 3a
po3mipoM i 3abapBieHHsM. JlomyckaeTbes misma Ha
JiHIT cTapTy.

B. Peakilis Ha reTepolMKIIIYHHM a30T. ITo3uTHBHA
CepenHs maca Bin 0.5225r 10 0.5775 1 0,5532r

OnHOpIgHICTD IlpuiiMansae uncino (AV) mns nepumx 10 oaMHMUB
JI030BAHUX noBUHHe OyTH MeHwe abo pdopisuioBarn L1 (15.0).
OJMHULB* Axmo npuiimanbhe yucno Oinbme L1, BunpoOyBaHHIO

niaTe  HacTynHi 20 OOMHHLL 1 OOUYMCIIOIOTH
npukimanbhae uncso. Bumorn OZlO BUKOHYIOTBCS, SKINO
KiHLIeBe NpuUiiMaTbHe YKCIo, pospaxoaHe i3 30
oqMHMLb, MeHwe abo popiBHooe L1 1 sxoneH
IHIMBIOyaJbHUH BMICT Yy [030BaHiii OJWMHHLI He €
meHwM 3a (1 - L2x0,01)M 1 He OinbmuMm 3a
(1 +L2x0,01)M npu obuncneHHi npuiManbHOro Yyucia
(L2=25.,0).

PozyunenHs Kputepili npuitHsaTHoCTi Ha piBHi S1 noBuHeH 6yt He | 101,7 %
meHme (Q + 5) % s KokHOT 3 6 omuHMLL. SIKIo
OlepKaHI pe3ylbTaTH He BIiANOBINAIOTE KPHUTEPIIO
NPUHPHATHOCTI  Ha  piBHI St, BUNPOOYBaHHS
NPOJOBXKYIOTh Ha piBHAX S2 abo S3. Q = 75 %. Yac
po3unHeHHs 30 xB.

[ aup00nt @ Ro1 210 Coro




1 2 3

KinbkicHe Bmict CsH14N,O, (Mebikapy) B Tad:ieTui Mae OyTH Bi 0.5003 r

BU3HAYEHHS 0.4750 r 10 0,5250 r, y nepepaxyHKy Ha CEpeIHIO Macy .
TabJIeTKHU.

Mixkpobionoriuna | [Ipenapar HaleKUTh 10 HEBOIHUX HECTEPMIBHUX

guctoTa** JiKapchbKUX 3ac00iB 7151 OpaTbHOrO 3aCTOCYBAHHS.

3arajbHe 4uclio aepodHux Mikpoopradizmis (TAMO):
KpMTepili npuitHsaTHOCTI - 107 KYO/T.

3arajbHe 4YMCIO JIPDKIKOBMX Ta TLTICEHEBUX TI'puOiB
(TYMC): kpurepiit npuitnarrocti - 10° KYO/T.
BincyTHicTb Escherichia coli B 1 T npenapary.

IlaxyBanHs [To 10 Tabnerok y Guicrepi: o 2 GiicTepyu B nmavLl Biamnosinae
MapKyBaHHs 3riHO 3 TEKCTOM MapKYBaHHs JI0 P/Tl 31 3MiHaMHK Bignosinae
Tepmin 4 poxu J1o 01.2026 p.

MPH,1aTHOCTI

* - KoHTpOJIb 1aHOTO TeCTY MPOBOAATL Ul KOXKHOT 11" SITOT cepii roTOBOro MpenapaTy y 3B 3Ky 3 THM, IO L€l TeCT KOHTPOIIOIOThL B
HedhacopaHux TadNeTKax KOXKHOI cepii mpenapary.

#* - KOHTPOJIb JaHOTO TECTY MPOBOIATE ISl KOXKHOI I1'SITOT cepil rOTOBOTO Tpenapary y 3B’ 43Ky 3 BinoBiaHicTio BupodHuuTBa I'J13
pumoram HBIT (GMP).

Bucnosok: MEBIKAP IC. tadaetku no 0.5 r Ne 20 cepii 3061221 Bianosinae Bumoram MKJI 3i 3miHamu
Ne 1-3 1o p/m UA/8823/01/02.

3asiBa npo ceprudikamiro: LM s 3acBiTuyro. 110 HaBeJeHa BHILe iH(OpMaLis € J0CTOBIPHOK Ta
Tounoto. 1o cepito mpoaykuii 0y;10 BUpoOIeHO (BKIIOHAIOYM NaKyBaHHs 1 MapKyBaHHS) Ta NPOBEIEHO
KOHTPOJb 1i SKOCTI Ha BHMILE3a3HA4YeHill 1iMbHMLI Yy TOBHIM BianoeimHocTi 3 BuMoramu GMP,
BCTAHOBJICHUMHM PETYJISTOPHHUM OpraHoM YKpaiHH. a TAKOK BIJMOBITHO 710 crieuudikauiil., Mo MicTITbCs
y peectpaniitHomy 1ocke. IIpoTokoau BHpoOHMUTBA, MaKyBaHHsS Ta aHali3iB OyJo MNeperjasHyTo Ta

BCTaHOBJIEHO BianoeiaHicTe GMP. i
A A "\3,%;? Yepaina
: 55080, m. Opeca
3aCTYIHAK IeHePAJILHOT0 IHPEKTOPA 3 IKOCTI Mograopdesia sopors, 86

/YnoBHOBaxKeHa 0c00a o B CIMTEPXIMT 13 0. INixep

 BIAAIN KOHTPOAS SIKOCTH
e
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