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\V/

Ceprudixar Ne 020 gix 11 mororo 2021 poky

HOOBYT* IC
Tabaerkn mo 0,1 r

Bupobuuureo nikapebkux 3acobis

UA/8831/01/02 3i 3Minamu TepMin aii Ge3cTpokoBo

cepist AE Ne 295499 Bix 20.02.15 p.. 65080, Oaecbka obnacTs,
M. Opeca, Joctaopdebka nopora, 6yi.86

051/2019/GMP nie no 07.06.2022 p.
0200121

27195 ynakosok Ne 20

04.02.2021 p.

65025. M. Ozeca, 21-if kM CTapokuisebkol Jopory, 40-A

Ananiz mposejeno srigno 3 MKS 3i sminamu Nel-3 no p/n UA/8831/01/02

BIATIHKOM KOJIbOPY, IIOCKOLIMIIHAPHUHOT (JOPMH.
3 ackoro. Ha oauiii nosepxni tabneTky HaHeceHMI
TOBapHUH 3HAK NiANPHEMCTRA, Ha ApyTiil nopepxHi
TabAeTKH — pHCKa.

Hajimenyganusn Bumoru MKSI PesyabTaTn Bunpobyeanb
NOKAIHHKIB
1 2 3
Onuc Tabnerkn 6inoro abo 611010 3 3KOBTYBATUM Tabnertxu 6inoro xonsopy.

TUIOCKOLMITIHAPUYIHOT HOPMU, 3
dackoro. Ha oaniil nogepxni
TabneTKH HaHEeCeHHH ToOBapHMiA
3HAK MiANPHEMCTBA, HA APYIrik
NoBepxHI TabJIeTKH — pHcKa.

[nenTudikanis

A. YaurpadioneToBHi CIEKTP NONHHAHHSA
PO34YHHY TIPENapary, 0AepKaHoro A1 KiNbKICHOIO
BU3HA4CHHS], B 00nacTi Big 220 M 10 300 HM
MOBHMHEH MATH MAKCUMYMH MOTJTUHAHHS 32 JOBAMH
XBHIb 251 uM, 257 uM 1a 263 HM.

B. Peakuis Ha nepeuHHY aminorpymy.

C. Peakuis (a) Ha xnopuan.

Amax] = 252 umMm
Amax? = 257 HM
Amax3 = 263 HM

[lozuTHBHA
IMTozuTHBHA

Cepenns Maca

Bin 0.1480r 10 0,1720 r

0,1606 r

OnHopinHICTE
JI030BaHUX OJUHUIL ™

IpuiiManeHe uncno (AV) ans nepmux 10 opMHULL
noBMHHE OyTH MeHIe abo nopieHoBatv L1 (15,0).
ko npuiManbHe 4HCII0 Oinplue L1,
BUIIPOOYBAHHIO NianaoThs HacTynHi 20 oauHuup |
o0UUCIIOIOTE NpuiiManbHe uucao. Bumorn OJ10
BHKOHYIOTBCS, SKIIO KIHUEBE MPHHMAILHE YHCIIO,
po3paxoBaHe i3 30 ogunMub, MeHme abo
nopisHoe L1 1 sxoleH iMavBiZyansHuWii BMIicT vy
NO30BaHIA OJMHMLI He € MeHWMM 3a (1 -
L2x0,01)M 1 He 6inkumm 3a (1 + L2x0.01)M npwu
obumcnenni npuiimansHoro uncna. (L2=25.0).

2,0%

Po3umnenns

Kpwurepiit npuiinatsocti Ha pigHi S nosunen 6yTu
He MeHwe (Q + 5) % ans koxHOl 3 6 OAMHMLE.
AKWo onep:aHi pe3ynbTaTW HE BiONOBINAIOTH
KpHUTEpito NPUHHATHOCTI Ha piBHi Si.
BUNpoOyBaHHs NPOAOBKYIOTH HA pisHAx Sz abo Ss.
Q=75 %. Yac po3uuHeHHs 45 XB.

100,0 %

Br 0rpry7 50




1 2 3

Cynposindi fomiwku | Ha Xxpomarorpami BunpofoByBaHOro po34HHY Menute 0,2 %
Oy ab-AKa TUIAMa, KpiM OCHOBHOT, HE NOBHMHHA OyTu
IHTEHCUBHIIIO 32 MUISIMY Ha XpoMaTtorpami
po3uyHy nopieaaHAs (0.2 %).

Kigekicue susHauenns | BmicT CioHsNOy-HCI (deniGyTy) Mae OyTH Bin 0.1012r
0.0950 r mo 0,1050 r, y nepepaxyHKy Ha CEPEIHIO
Macy TabneTKH.

Mikpob6ionoriyna [Ipenapar HaJIeKUTb 10 HEBOJAHHX HECTEPHUIILHHX
uHcToTa** JIKapebKux 3aco0iB AN OpalibHOTO 3aCTOCYBAHHSIL
3aranbHe 4HCI0 aepobHHX mikpoopratizmis | 100 KYO/T

(TAMC): kputepiit npuinsTHocTi - 10° KYO/T.
3aranbHe 4MCIIO APLKKOBHMX Ta  IUIICEHEBMX
rpubie (TYMC): kputepiii npuiinstaocti - 10° | Menme 5 KYO/r

KYOrr.

BincyTricte Escherichia coli 8 1 r npenapary. BixcyTHI
[TakyBaHHA ITo 10 Tabnetok y Gnicrepi: no 2 6mictepu B ma4ui | Bianosinae
MapKkyBaHHs 3rizHo 3 TEKCTOM MapKyBaHHA 10 p/n 31 3MiHAMY Binnosinae
TepMiH IPUIATHOCTI 3 poxu Ho 02.2024 p.

- KOHTpONL NaHoro TECTY TIPOBOIATL UIA KOKHOI I ATOi Cepil roToBoro npenapary ¥ 3B A3KY 3 TMM, LUC UEH TECT
KOHTPOMOWTE B HehacoBaHuX TabneTkax KOxKHOI cepii npenapaTty.

- KOHTpOMb AaHOTO TECTY MPOBOAATL ANA KOKHOT 1" ATOT cepil roToBOro npenapary y 3B°A3Ky 3 BIANOBLIHICTIO
supobunurea TJI3 sumoram HBIT (GMP).

Bucrosok: HOOBYT* IC, tabneTtku mo 0.1 r Ne 20 cepii 0200121 Binnoeinae Bumoram MKJ 31 sminamu
Nel-3 qo p/m UA/8831/01/02.

Janpa npo ceprudikanito: lum g 3aceindyio. wo nasegeHa Buule iHdopmallis € IOCTOBIPHOIO Ta
Tounow. 110 cepito npoaykuii Gyio BHpoGIeHO (BKIIOYAIOUM NAKyBaHHSA | MapKyBaHH#) Ta MPOBEACHO
KOHTPOMb 11 AKOCTI Ha BHINE3azHAYeHIH AUTBHMIL Y MOBHIK BiamoBiaHocTi 3 Bumoramu GMP,
BCTAHOBICHWMH PEryJIATOPHUM OpraHoM YKpaili, a TAaKoXK BIANOBIHO A0 crieum(pikaLii. Mo MICTSThCs
y peectpauiiinomy focke. [IpoTokonmM BUPOOGHMLTBA, MAKyBaHHs Ta aHanisie Oyno TeperigHyTo Ta
BcTaHoBneHo BianoeiHicTe GMP.

ﬁinmr? Yrpaina
\V4 65080, M. Oaeca
3acTYIHHK reHepasbHOTO THPEKTOPA 3 AKOCTI A!OGTAOpd)CbKa Aopora, 86

/Yunopnosazkena ocoda ; 'm,B “IHTEPXIM” 3. O. Tixep

KOHTPOAH AKOCTI

a’\\
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@ 06.8-205-07/1

TOBAPHUCTBO 3 IOAATKOBOIO BIANOBIJAJILHICTIO «IHTEPXIM»

TAB «IHTEPXIM»

Vkpaina, 65080, Oznecska 0611., M.Ozneca, Jlioctaopdeska nopora, oya. 86
Ten. (048) 7772950, paxc (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

Cepruikat sikocTi Ne 030 Bix 12.02.2021  poky

Hasga aikapcbkoro 3acody
Jlikapcbka popma, 103YBaHHS

PeecTpaniiine nocBigueHHst

Jdinensis

Micue npoBazKeHHs JilJIbHOCTI

Ceprudixkatr GMP
Howmep cepii
Po3mip cepii

Jata BUpoOHULITBA

AHaJii3 npoBeaeHo 3riiHoO 3

HOOBYT® IC

Tadaerkn nmo 0,1 r

UA/8831/01/02 3i TepMiH 1ii 6e3cTpOKOBO
3MiHAMH

Bupo6uuuTBo gikapchbkux 3acodiB cepis AE 295499 gig 20.02.15
p., 65080, Ogecnka obacThb, M. Oneca, Jloctaopdcenka qopora,
0yn.86

65025, m. Opneca, 21-ii kM CTapokuiBcsKoi foporu, 40-A

051/2019/GMP gie x0 07.06.2022 p.

0300121

5301 nakoB Ne2(

12.02.21  p.

MKH 3i 3minamu Nel-4 no p/mUA/8831/01/02

Haﬁmeﬂysal.mﬂ Brvors MKSI PesyabTaTn
MOKAa3HUKIB BHNPOGOBYBaHb
1 2 : 3
Onuc Ta6sieTku 6i10r0 a6o 6171010 3 )KOBTYBAaTUM BiATIHKOM | TaGsieTKH 6110r0 KOJIbLOPY,
KOJIbOPY, IJIOCKOUMAIHApUYHOT dopmH, 3 packorw. Ha IJIOCKOLMJIIHAPUYHOI
OJIHiH MoBepxHi TabJIeTKH HaHeCeHUH TOBapHUH 3HaK | popmH, 3 packoro. Ha
OiANPHUEMCTBA, Ha JPYrii NoBepxHi TabJIeTKH - PUCKa. | OJHil NOBepxHi Tab/JIeTKH
HaHeCeHUH TOBapHUH 3HaK
MiANIPUEMCTBA, Ha JpyTiid
[OBepXHi TabJIeTKH —
pHUCKa.
[nenTudikanis A. YabTpadioseToBHH CEKTP NOIJIMHAHHS PO3YHUHY Amax1 =252 uM
rpenapary, 0Jep»aHoro JJid KiJIbKICHOro BU3Ha4eHHs1, |Amax2 =257 um
B o6JiacTi Big 220 HM g0 300 HM TOBUHEH MaTH Amax3 = 263 HM
MaKCUMYMHU IOTJIMHAHHA 3a LOBXHWH XBUJIb 251 HM, 257
HM Ta 263 HM.
B. Peakuisi Ha nepBUHHY amMiHOTpYyITy. [TosuTHBHa
C. Peakuis (a) Ha xnopugu. [TosuTHBHA
Cepenna maca Big 0,1480r 1o 0,1720r 0,1606r

/
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OpHopigHICTB [MputimanbHe yucio (AV) aa4a nepwnx 10 oAMHKLE 2,0 %
J1030BaHUX OJUHHUID * NOBUMHHE 6YTH MeHIlle a6o gopiBHioBaTu L1 (15,0).
SAkio npuiiManbHe yucio 6ipuie L1, BUnpobyBaHHIO
migAanTh HacTynHi 20 0 JUHUIb i 06YHCIIOTD
npuiMasbHe 4ynca0. Bumoru O/10 BUKOHYIOTbCH, AKILO
KiHLleBe MpUHMaJIbHe YU CI0, po3paxoBaHe i3 30
OJMHMIIb, MeHIle abo gopiBHIOE L1 iXoaeH
iHAMBiAyanbHUM BMICT y 030BaHil OJMHULI HE €
MeH1uM 3a (1 - L2x0,01)M i He 6inbmnm 3a (1 +
L2x0,01)M npu o64yncieHHI NpUHMaJbHOTO YHUCIa
(L2=25,0).

Po3uyrHeHHs Kpurepili npuiiHaTHocTi Ha piBHi S1 noBuHeH 6yt He |100,0 %
Mmenire (Q + 5) % A5 KOXKHOI 3 6 OJUHHULD. AKILL0
oJlep>KaHi pe3y/bTaTH He BiJAIOBIAATb KPUTEPIK
NPUWHATHOCTI Ha piBHi S1, BUNpoOyBaHHA
IPOJIOBXKYIOTh Ha piBHsX S2 a6o S3.Q = 75 %. Yac
po34yuHeHH:A 45 XB.

CynpoBizHi JOMIIIKH Ha xpomaTorpami BUIIpoGOBYBaHOI'0 pO34KHY Oyzib-Aka | Meniue 0,2 %
IJISIMa, KPiM OCHOBHOI, He MOBUHHA OyTH
iHTeHCHBHIIIIOK 32 MJIIMY Ha XpOMATOTrpaMi po34MHy
nopiBHAHHA (0,2 %).

KisibKicHe BU3HAYeHHS Buict C1oH13NO,eHCl (denibyTy) mae 6yTu Big 0,09501r |0,1012 1
10 0,1050 r, y nepepaxyHKy Ha CepeHIO Macy

TabJIeTKH.
MikpoGiosoriuHa 3arasbHe ynuca0 aepooHux Mikpoopranismis (TAMQC):
qucToTa ** KpuTepiit npuitaaTHocTi - 10° KYO/r.

3arajibHe YMCJI0 JPDKIPKOBUX Ta ILJIiICEHeBUX ITPUJIB
(TYMC): xpuTepiit npuiinaTaocTi - 10> KYO/r.

BiacyTHictb Escherichia coli B 1 r npenapary.

[TakyBaHHA [To 10 Ta6sieTok y GJicTepi; mo 2 6sicTepu y na4ui Bignosizae
MapkyBaHHA 3TiZiHO 3 TEKCTOM MapKyBaHHs 0 p/1 31 3MiHaMu Bignosizae
TepMin npuAaTHOCTI 3 pokH [0 02.2024 p.

* - KOHTPO/Ib JaHOTO TECTY NPOBOAAT JUlsl KOXKHO] I’ ATOT cepii rOTOBOTO NMpenapary y 3e°s3Ky 3 THM, 1O Leil TeCT KOHTPOIIOIOTh
B HehacoBaHMX TabyeTkax KOkKHOI cepii mpenapary. ** - KOHTpo/Ib 1aHOro TeCTy MPOBOIATH 1Sl KOXKHOI I STOI cepii roToBoro
npenapary y 38’A3Ky 3 BianoinHictio Bupodnuursa I'JI3 sumoram HBIT (GMP).

BucnoBok:  HOOBYT® IC, Ta6netku mo 0,1 r Ne 20 (10*2) y 6aicTepax y mayui cepii 0300121
BiaoBijiac BUMOraMm MK 3i 3minamu Nel-4 no p/m UA/8831/01/02

3asia npo ceprudikanmito:  1{uM st 3acBiauyI0, 110 HaBeIeHa BUILE iHPOPMALLis € TOCTOBIPHOKO Ta TOYHOKO.

Lo cepito mpoaykuii 6y10 BUpOGIEHO (BKIIOUAIOYN MAaKyBaHHS i MapKyBaHHs) Ta IPOBEAEHO KOHTPOJb il SIKOCTI Ha
BULLE3a3HAYEHIM AiAbHULI y TOBHIM BignoBiaHocTi 3 BuMoramu GMP, BCTaHOBIEHMMH pPETYJISTOPHUM OpPraHOM
Vkpainu, a Takox BianmosiaHo 1o creuudikaiiil, mo MicTATbCS y peectpaliinoMy nocke. [IpoTokonn BUpOOHHULTBA,
naKyBaHHs Ta aHani3iB 0yJ10 NeperyisiHyTO Ta BCTaHOBJIEHO BianosiaHicte GMP.

Yrpaika
65080, m. Daeca '
@ nopora, 86 Tixep 3.0.
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B o6JiacTi Big 220 HM g0 300 HM TOBUHEH MaTH Amax3 = 263 HM
MaKCUMYMHU IOTJIMHAHHA 3a LOBXHWH XBUJIb 251 HM, 257
HM Ta 263 HM.
B. Peakuisi Ha nepBUHHY amMiHOTpYyITy. [TosuTHBHa
C. Peakuis (a) Ha xnopugu. [TosuTHBHA
Cepenna maca Big 0,1480r 1o 0,1720r 0,1606r

/
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OpHopigHICTB [MputimanbHe yucio (AV) aa4a nepwnx 10 oAMHKLE 2,0 %
J1030BaHUX OJUHHUID * NOBUMHHE 6YTH MeHIlle a6o gopiBHioBaTu L1 (15,0).
SAkio npuiiManbHe yucio 6ipuie L1, BUnpobyBaHHIO
migAanTh HacTynHi 20 0 JUHUIb i 06YHCIIOTD
npuiMasbHe 4ynca0. Bumoru O/10 BUKOHYIOTbCH, AKILO
KiHLleBe MpUHMaJIbHe YU CI0, po3paxoBaHe i3 30
OJMHMIIb, MeHIle abo gopiBHIOE L1 iXoaeH
iHAMBiAyanbHUM BMICT y 030BaHil OJMHULI HE €
MeH1uM 3a (1 - L2x0,01)M i He 6inbmnm 3a (1 +
L2x0,01)M npu o64yncieHHI NpUHMaJbHOTO YHUCIa
(L2=25,0).

Po3uyrHeHHs Kpurepili npuiiHaTHocTi Ha piBHi S1 noBuHeH 6yt He |100,0 %
Mmenire (Q + 5) % A5 KOXKHOI 3 6 OJUHHULD. AKILL0
oJlep>KaHi pe3y/bTaTH He BiJAIOBIAATb KPUTEPIK
NPUWHATHOCTI Ha piBHi S1, BUNpoOyBaHHA
IPOJIOBXKYIOTh Ha piBHsX S2 a6o S3.Q = 75 %. Yac
po34yuHeHH:A 45 XB.

CynpoBizHi JOMIIIKH Ha xpomaTorpami BUIIpoGOBYBaHOI'0 pO34KHY Oyzib-Aka | Meniue 0,2 %
IJISIMa, KPiM OCHOBHOI, He MOBUHHA OyTH
iHTeHCHBHIIIIOK 32 MJIIMY Ha XpOMATOTrpaMi po34MHy
nopiBHAHHA (0,2 %).

KisibKicHe BU3HAYeHHS Buict C1oH13NO,eHCl (denibyTy) mae 6yTu Big 0,09501r |0,1012 1
10 0,1050 r, y nepepaxyHKy Ha CepeHIO Macy

TabJIeTKH.
MikpoGiosoriuHa 3arasbHe ynuca0 aepooHux Mikpoopranismis (TAMQC):
qucToTa ** KpuTepiit npuitaaTHocTi - 10° KYO/r.

3arajibHe YMCJI0 JPDKIPKOBUX Ta ILJIiICEHeBUX ITPUJIB
(TYMC): xpuTepiit npuiinaTaocTi - 10> KYO/r.

BiacyTHictb Escherichia coli B 1 r npenapary.

[TakyBaHHA [To 10 Ta6sieTok y GJicTepi; mo 2 6sicTepu y na4ui Bignosizae
MapkyBaHHA 3TiZiHO 3 TEKCTOM MapKyBaHHs 0 p/1 31 3MiHaMu Bignosizae
TepMin npuAaTHOCTI 3 pokH [0 02.2024 p.

* - KOHTPO/Ib JaHOTO TECTY NPOBOAAT JUlsl KOXKHO] I’ ATOT cepii rOTOBOTO NMpenapary y 3e°s3Ky 3 THM, 1O Leil TeCT KOHTPOIIOIOTh
B HehacoBaHMX TabyeTkax KOkKHOI cepii mpenapary. ** - KOHTpo/Ib 1aHOro TeCTy MPOBOIATH 1Sl KOXKHOI I STOI cepii roToBoro
npenapary y 38’A3Ky 3 BianoinHictio Bupodnuursa I'JI3 sumoram HBIT (GMP).

BucnoBok:  HOOBYT® IC, Ta6netku mo 0,1 r Ne 20 (10*2) y 6aicTepax y mayui cepii 0300121
BiaoBijiac BUMOraMm MK 3i 3minamu Nel-4 no p/m UA/8831/01/02

3asia npo ceprudikanmito:  1{uM st 3acBiauyI0, 110 HaBeIeHa BUILE iHPOPMALLis € TOCTOBIPHOKO Ta TOYHOKO.

Lo cepito mpoaykuii 6y10 BUpOGIEHO (BKIIOUAIOYN MAaKyBaHHS i MapKyBaHHs) Ta IPOBEAEHO KOHTPOJb il SIKOCTI Ha
BULLE3a3HAYEHIM AiAbHULI y TOBHIM BignoBiaHocTi 3 BuMoramu GMP, BCTaHOBIEHMMH pPETYJISTOPHUM OpPraHOM
Vkpainu, a Takox BianmosiaHo 1o creuudikaiiil, mo MicTATbCS y peectpaliinoMy nocke. [IpoTokonn BUpOOHHULTBA,
naKyBaHHs Ta aHani3iB 0yJ10 NeperyisiHyTO Ta BCTaHOBJIEHO BianosiaHicte GMP.

Yrpaika
65080, m. Daeca '
@ nopora, 86 Tixep 3.0.
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TOBAPHUCTBO 3 IOOATKOBOIO BIATIOBIAILHICTIO "IHTEPXIM"

TAB "IHTEPXIM"
e — A S N

Ykpaina, 65080. m. Oneca. Jhioctaopdickka zopora, 86

Haszga nikapebkoro 3acoby
Jlikapeska hopma, 103yBanus
Peccrpauniiine nocsizuenns

Jineunsis

Micue nposaxxenns

MISJIBHOCTI

Cepradikar GMP

Homep cepii
Posmip cepii

JdaTta BupoduHuTBA

Ten. (048) 7772950, dake (0482) 340803,
E-mail: INFO@ INTERCHEM.COM.UA

inter

V,

Ceprudikar Ne 221 Bix 28 Bepecns 2021 poky

HOOBYT* IC
Tabaerku mo 0,1 r

Bupobuuureo nikapebkux 3acobis

UA/8831/01/02 3i 3minamu tepmin aii Gescrpokoso

cepis AE Ne 295499 gin 20.02.15 p., 65080, Onecbka obnacre,
M. Oneca, Jlroctnopdeska nopora, 6yn.86

051/2019/GMP nie 1o 07.06.2022 p.
2210921

32 795 ynakoeok Ne 20

27.09.2021 p.

65025, m. Ogeca. 21-ii km CTapokMiBCHKOT Joporu, 40-A

Anainiz nposeneno srizno 3 MKS 3i sminamu Nel-4 o p/m UA/8831/01/02

BIZITIHKOM KObOPY, INIOCKOUMAIHAPHYHOT dopmu,
3 dackoro. Ha oaniii nosepxni TabieTku HaneceHmii
TOBAapHUH 3HAK MIANPHEMCTBA, HA JAPYTiil NOBEPXHi
TabNeTKH — pucKa.

HaiiMenysanus Bumorn MK4 PesynbraTtn Bunpobysann
NOKA3HHKIB
1 2 3
Omnuc Tabnerku Ginoro abo Ginoro 3 sxoBTYBaTHM Tabnetku binoro konwopy.

MIOCKOUMIIHAPHYHOT hopMHu, 3
dackoro. Ha oxHiii noepxsi
TablIeTKH HaHEeCEHUH TOBapHMi
3HAK MIANPHEMCTBA, Ha ApYTii
NOBEPXHI TabNeTKH — pHcKa.

[nentndikauis

A. Yubrpadionerosuii cnexTp nornuHanus
PO34MHY Mpenapary, 01epKaHOTO 15 KUTBKICHOIO
BH3HauUeHHA, B 0obnacTi gig 220 HM 10 300 HMm
MOBMHEH MaTH MAKCHUMYMH IOITHHAHHS 24 J10BYKUH
XBUIBb 251 HM, 257 uM Ta 263 HM.

B. Peakuis na nepeunHy aminorpyry.

C. Peaxuis (a) Ha x10puau.

Amax] = 252 um
Amax2 =257 Hm
Amax3 = 263 uMm

[To3uTHBHA
IlozuTuEHA

Cepe s maca

Bin 0,1480 r 10 0.1720 r

0,1607 r

OnHopigHicTs
J030BaHUX OJUHUILIL*

Ilpuiimansne uucno (AV) ans nepmux 10 oguHHIb
nosuHHe OyTH MeHie abo nopiBHOBaTH L1 (15,0).
Axkwo  npuiimaneHe  umcno  Gineme LI,
BUNPOOYBAaHHIO NixiawTh HacTymHi 20 OQHHMUG i
00YMCTIOIOTE MpUAMAabHE vHcsio. Bumoru o0
BUKOHYIOTbCA, AKIIO KiHLUEBE MpPHIMATBHE YUCTO.
pospaxoBaHe i3 30 omuHMUB, MeHme aGo
jqopieHtoe L1 1 skonen IHIUBIAyalbHUH BMicT y
JIO30BaHIH OOMHHMLI He € MeEHIUMM 3a (1 -
L2x0,01)M i we Ginbumm 3a (1 + L2x0,01)M npH
OOUYHCIIEHH] NPUIMANLHOTO YHCIA. (L2=25,0).

Po3unnenHs

Kpurepiii npuiiustaocti Ha piedi S1 nosunen OyTH
He MeHwe (Q + 5) % ans koxHOT 3 6 OZMHMLE.
JKwo omepsani pesynbTaTH He BiAMOBinalOTH
KpUTEPIO NPUHAHATHOCTI Ha piBHI S,
BUIIPOOYBAHHS MPOJOBKYIOTH HA PiBHAX S2 ab6o S
Q =75 %. Yac posumHeHHs 45 xB.

95.3 %

(.,("f /f‘.;,) L{/ @’




1 Z 3

Cynpoeinni tomimks | Ha xpomaTtorpami BUnpoOoBYBaHOIO PO3YHHY Menwe 0.2 %
6y Ib-Aka I1AMa, KPiM OCHOBHOI, He NOBUHHA OYTH
{HTEHCHBHIIIOO 3a MY Ha XpPOMaTorpami
posuuHy nopisuanns (0.2 %).

KinbkicHe Busnauenss | BmicT CoHisNO: HCI (deniGyTy) vae 6yTH Bia 0.0987 r
0,0950 r 10 0.1050 r, y nepepaxyHKy Ha CEpeIHIO
Macy TabJIeTKu.

MikpofionoriyHa Tlpenapat HajleKMTh 10 HEBOIHUX HECTEPUIBHUX
yrctoTa*®* JIKApCBHKHX 3ac00iB 118 OPATBHOTO 3aCTOCY BAHHS.
SaraibHe 4MCII0  aepOOHHMX MIKPOOpTaHi3MiB

(TAMC): kpurepiit npuitnstrocTi - 10° KYO/T.
3arajbHe UMCIO JIPDKDKOBUX Ta  TUIICEHEBHX
rpudis (TYMC): «kpurepiii mpuifHaTHOCTI - 10°

KYO/r.

BincyTricte Escherichia coli B 1 T npenapaty.
[lakyBaHHS ITo 10 Tabaetok y GaicTepi: no 2 Gnicrepn B mauni | Binnosinac
MapKyBaHHs 3rigHo 3 TEKCTOM MapKyBaHHs 10 p/n 31 3MiHAMH Binnosinae
TepMiH IPHIATHOCTI 3 pokH o 10.2024 p.

* - KOHTponbk AaHOro TeCTy MPOBOAATH IJIA KOKHOT n'ATOi cepii TOTOBOrO HpenapaTty y 3B’s3Ky 3 THM. LLO uel TecT
KOHTPOMKOIOTh B HehacoBaHuX TableTKax KOkHOT cepii npenapary.

*#% _ KOHTpO/b JAHOTO TECTY MPOBOAATE A5 KOXKHOT " ATOT cepii roToBOTO Npenapary y 38 A3KY 3 BLANOBIIHICTIO
eupoduuursa ['J13 sumoram HBIT (GMP).

Brcnosox: HOOBYT® IC. Tabretky ro 0,1 T Ne 20 cepii 2210921 signosinae sumoram MK 3i sminamu
Nol-4 no p/m UA/8831/01/02.

3agBa npo ceprudikamiro: LluM s 3acBiAuyl0. 110 HABEASHA BHILE indopmallis € 10CTOBIPHOK Ta
touyHow. Ll1o cepito mpoaykiii 6yn0 BUpoOaeHO (BKIIOYAIOUH MaKyBaHHA 1 MapKyBaHHA) Ta NPOBSACHO
KOHTPONb i1 AKOCTI Ha BUIIE3a3HAuEHIH JibHUIN Y [OBHIM BIAMOBINHOCTI 3 BHUMOramu GMP,
BCTAHOBJICHHMH PETy/ISTOPHHAM OpraHoM YKpaiHH. a TAKOK BIAMOBLIHO 710 cneuudikalliif, WO MICTATHLCS
y peecTpauiiinomy mpocke. ITpoTokonn BHpOOHMITBA. laKyBaHHA Ta aHanizie OyI0 MeperjisHyTo Ta

BcTaHOBJEHO BinnosiaHicTe GMP. |
2 A Sigter/ Ykpaiua
AV 65080, M. Oaeca
3aCTYNHHK reHepajbHOro THPEKTopa 3 AKO0CTi MOgTAOPPCLKE AOPOTE, 86

il

A
;é(g.é;m KOHTPOAR AKOCT!
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TOBAPHCTBO 3 AOJATKOBOK) BIATIOBIJANIBHICTIO "IHTEPXIM™

TJAB "IHTEPXIM"

Vxpaina. 65080, m. Oneca, Jhoctaopdeska gopera. 86

Hazsa mikapcrekoro 3acody
Jlikapcska dopma, 1o3yBanns
PeecTpaniiine nocsinuenns

Jlinensia

Micue npoBaxeHHs

JI9ILHOCTI
Cepradirar GMP
Homep cepii
Posmip cepii

Hata BHpoOHANTBRA

ten. (048) 7772950, daxc (0482) 340803,
E-mail: INFOQ-@INTERCHEM COM T1LA

W

inter

Ceprudikat Ne 257 Bix 20 :kosTHA 2020 poky

HOOBYT" IC
Tabmerkn mo 0,1 r

BupoOHuUTBO MiKapehKKX 3aco0i1B

UA/8831/01/02 31 3MinamMu TepMIH IiT 0€3¢TPOKORO

cepis AE Ne 295499 gin 20.02.15 p., 65080, Onecbka o6nactb,
M. Oneca, Jlroctnopderka nopora, 6yn.86

051/2019/GMP nie mo 07.06.2022 p.
2571020

32337 ynakoBok Ne 20

20.10.2020 p.

65025, m. Oneca, 21-ii kv CrapokuiBcebkoi gopory, 40-A

AHauniz nposeaeno 3rimao 3 MKH 3i aminamn Nel-3 no p/m UA/8831/01/02

HaiimerygaHns Bamorn MK PesynbraTu BHNpoOOYyBaHbL
NOKA3HHKIB
1 2 3
Onuc Tabnerku 6inore abo 6inoroe 3 KOBTYBATUM Tabnerkn 6inoro xkonvopy,

BIITIHKOM KOJBOPY, MIOCKOUMIIHAPUUHOI (opMu,
2 (hackoro. Ha onnil noeepxHi TabneTky HaHeCeHU
TOBApHHI 3HAK MIANPHEMCTBA, HAa ApYTii NoBepxHi
TabneTk — pucka.

NAOCKOUMNIHAPHYHOT GopMHu, 3
(ackoro. Ha oauiil nosepxHi
TabNeTKH HaHeCeHHWH TOBAPHMIA
3HAK NiANPHEMCTBA, HA APYTiH
MIOBEPXHI TabNIeTKH — pHUCKa.

InenTudikauis

A. YnbTpadioneTopnii CNEKTpP NOTNMHAHHS
PO3UHHY TIpenapary, 0Aep/KaHoro Ajisl KUIbKICHOro
BH3HAYeHHs, B obnacTi Big 220 uM no 300 um
MOBMHEH MATH MAaKCHUMYMM TNOIJIMHAHHS 33 JTOBKHH
XBHMb 251 HM. 257 uM Ta 263 HM.

B. Peaxkuig Ha DepBHMHHY aMIHOIpyy.

C. Peakuis (a) Ha xopuan.

Amaxl = 252 M
Amax2 = 257 um
Jmax3 = 263 uM

IMosuTnBHA
[TozuTHBHA

CepenHs maca

Bin 0.1480r no 0.1720 r

0,1585r

OQaHOPIAHICTh
NI030BaHUX OMHULIL*

Ipuitmansne uncno (AV) ang nepmux 10 oguHunp
noBuHHE OyTH MeHe abo popieHosatu L1 (15.0).
Skwo  nmpuHmansHe  uueno  Gimeme LI,
BUNpoOyBaHHK NiAnawTe HacTynHI 20 oanHULb i
00YNCHIOITEL NipHiiMansHe udeno. Bumorn OJ10
BHKOHYIOTBLCSH, AKWO KIHUEBe NpHiiManbHe HUCIO,
pO3paxoBaHe 13 30 oaunaumub, MeHwe abo
nopisHwe L1 i xomeH iHAMBIAYATbHHI BMicT vy
no30BaHil  oavHWNl He € MeHwHMM 3a {1l -
L2x%0,01)M i e Ginpwmm 3a (1 + L2x0,01)M 1ipu
obuKcIeHRI npuiiMansHore yuena. (L2=25.0).

Pozunuenus

Kpwrepiii npuitnstHocTi Ha piBHi S1 noBHHeH OyTH
He MeHwe (Q + 5) % mng KomHOT 3 6 OOWHHIE.
Axmo omepikaHi pe3ynbTaTH He BIANOBiAAOTH
KpHTEpito TIPHIAHATHOCTI Ha piBHI Si,
BHNpoOYBaHHS NPOAOBKYIOTH Ha piBHAX S2 abo Ss.
Q =75 %. Yac po3unHeHHs 45 XB.

101,3 %

%X&-M f/@é% o LG 010 %




1 2 3

CynpogigHi nomimku | Ha xpomatorpami BHIpoOOBYBaHOTO PO3UMHY Menwe 0.2 %
OyIb-AKa MIfMa, KpiM OCHOBHOT, He TIOBUHHA Gy TH
IHTEHCHBHILIOIO 3a MIAMY Ha XpOMaTorpami
posuuny nopisuguusg (0,2 %).

Kinskicue susHauenus | Bmict CioHisNO,-HCI (henidyTy) Mae 5yTH Big 0,0994 r
0.0950 r 70 0,1050 r, y nepepaxyHKy Ha CepeIHIO
macy TabieTku.

MixkpobionoriuHa Tlpenapat HaNeKHTL 10 HEBOIHHX HECTEPMIBLHIX
yucToTa™* JIKapchKHX 3ac00iB 18 OpajbHOrO 3aCTOCYBAHHS.
3aranbHe YHCJIO aepoOHHX MIKpOOpraHi3MiB

(TAMCO): kputepiit npuiiastHocti - 10° KYO/T. -
3aranbHe 4HCNO APLKIKOBHX Ta  TUTICEHEBHX
rpubie (TYMC): kputepiii npuiinstoocri - [0° | -

KVO/r.

BiacytnicTs Escherichia coli B 1 r npenapary. -
ITakyBanHs Ilo 10 Tabnetok y Onictepi; no 2 O:icTepu B navyni | Bianoeizae
MapkyBaHHs 3rigHo 3 TEKCTOM MapKyBaHHA 10 p/0 31 3MiHaMH Bianoerijgac
Tepmin npunatxocTi 3 poxu Jo 11.2023 p.

* - KoHTponk 1aHOTO TecTy NPOBOAATL I8 KOXKHOI M'ATOT cepii roToBoro mpemaparty y 3B A3Ky 3 THM, o Ueill TecT
KOHTPOJIIOIOTEL B He(pacoBaHUX TadleTKax KOKHOT cepil npenapary.

#* - KouTpomns 1aHOTO TECTY MPOBOAATE I8 KOkHOT N’ aTol cepii roTOROTO Mpenapaty y 3B A3Ky 3 BUINOBigHICTIO
supobuuutsa ['JI3 eumoram HBII (GMP).

Bucnosok: HOOBY T® IC, tabnetkn mo 0,1 T Ne 20 cepii 2571020 pinnopinae Bumoram MK 3i aminamu
Nel-3 o p/m UA/8831/01/02.

3anga npo ceprudikamiro: Lluv g 3acBiguylo, mo HasedeHa BUlle iHopmalis € J0CTOBIpHOWO Ta
TouHow. Lo cepito mpoaykuii 6yno BupobiieHO (BKIIOYAKYH MAKYBaHHS | MApKyBaHHA) Ta IIPOBENEHO
KOHTpOnb 11 AKOCTI HA BHIIe3a3HaveHid MIMBHHII Yy MOBHIA BignopigHocTi 2 Bumoramu GMP,
BCTAHOBNCHUMH PETYJISTOPHHM OpraHoM YKpaiHu, a TAaKoK BIAINOBIIHO 10 cnieundikalliil. mo MicTaTheH
Y peectpauiiinoMy nocee. TlpoTokoid BHpoOHHMUTBA, MakyBaHHs Ta aHanizie OyJ0 NEpernaHyTo Ta
BCTaHOBNEHO Binnorianicts GMP.

inter, YkpaiHa

\V4 65080, m. Opeca
3aCTYNHHK IeHePAJILHOr0 THPEKTOPAa 3 AKOCTI NocTaopdesia popora, 86
/YuosHoBaxeHa ocoba 4/ TAB “IHTEPXIM” 3. O. INixep

| KOHTPOAS AKOCT!
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