TOBAPUCTBO 3 JOJATKOBOIO BIATTOBIAANBHICTIO "[HTEPXIM"

Ha3zpa nikaperskoro 3acody
Jlikapcbka dopma, 103yBaHHS
PeecTpaniiine noceiguenns

Jinensia

Micue npopaykenus

TAB "IHTEPXIM"

Yrpaisa. 65080, st Opeca. Jhoctnopdeska gopora. 86
Ten, (048) 7772950, daxc (0482) 340803,
E-mail: INFO-INTERCHEM.COM.UA

Ceprudirar sxocti Ne 018 Big 02 motoro 2021 poxy

BHOOBYT® IC
Tadnerkn ne 0,25 r

UA/8831/01/01 3i 3minamu TepMiH aii 6e3cTpoKkoBo
Bupobuuureo nikapenkux 3acobis

cepig AE Ne 295499 gig 20.02.15 p., 65080, Oaecska obnacTs,
M. Oneca, Jlroctoopdebka nopora, 6yn.86

IIIBHOCTI
Ceprudikar GMP 058/2016/SAUMP/GMP
Homep cepii 0180121

Po3mip cepii

Hata BHPoOHHUTEA

12711 ynakoeoxk Ne 20
26.01.2021 p.

65025. M. Oneca, 21-it kv Crapokuiscekol goporu, 40-A

Anamiz nposeneno 3rizao 3 MK 3i sminamn Nel-4 5o p/m UA/8831/01/01

HafiMmenyBanns Bumorn MK31 PesyibraTn BHnpoGyBans
NOKA3HUKIB
1 2 3
Onuc Tabnerku Ginoro abo 6iN0ro 3 KOBTYBATHM Tabnetku 6inoro konsopy,

BIATIHKOM KOMBOPY, IUIOCKOLMIIHAPHYHOT (GOPMH, 3
thackoro. Ha opnibi MoBepXxHi TAbNEeTKH HAHECEHN
TOBapHMH 3HAK IiANPUEMCTBA, Ha APYTii nosepxHi
TabIETKH — pHCKA.

NAOCKOUMIIHAPHIHOT Gopmu, 3
dackoro. Ha oauidl nosepxni
TabNeTKH HaHeCeHUH TOBApHUIA
3HaK NIANPUEMCTEA, Ha IpYrii
NOBEPXHi TaBIETKH — pUCKA.

[nenTudixanis

A. YiprpadioneToBUH CNIEKTP NOMIHHAHHS PO3UMHY
npenapary, oAepiKaHOro st KUILKICHOTO
BU3HaYeHHs, B 00sacTi Big 220 am 1o 300 am
NOBHHEH MAaTH MaKCUMYMH NMOrMMHAHHA 34 NOBXKMH
XBUNL 251 Hm, 257 um Ta 263 HM.

B. Peakuis Ha nepBUHHY amMiHOrpyny.

C. Peaxuis (a) Ha xJiopHIH.

bmax = 252 uM
Amax = 257 M
Amax = 263 HM

ITosuTusHA
ITozuTHERHA

Cepenns Maca

Bix 0.3800 r no 0,4200 r

0,4010r

OpHOpigHICTD
JO30BAHHX
OMHMILF

IpriiMansse yncno (AV) ans nepuux 10 oauHHLE
nosuune OytH Mmenmwe abo gopieHroBaTH L1 (15,0).
HAxwo npuiiManpHe YHUCTIO Olnplie L1,
BUIIPOOYBaHHIO MiaAarTe HacTynHi 20 oauHULE i
obuncmowTs  npuiiMansHe uucno. Bumorn OO
BHUKOHYIOTHCS, fAKINO KIHUCBE NpHAMANbHE HHCIIO,
po3spaxopane 13 30 oauHMUB, MeHLUe 200 NOPIBHIOE
L1 1 xoaeH IHAMBiAyalbHMM BMICT Yy [1030BaHii
oaunuli He € menmmm 3a (1 - L2x0,010M i ne
Oinpunm 3a (1 + L2x0,01)M npu oBuucnensi
npuiiMansHoro gncna. (L2=25,0).

1,5%

Pozunnenns

Kpurepiii npuiiHaTHOCTI Ha piBHi S1 moBunen OyTH
He meHe (Q + 5) % mis koskHOT 3 6 ONMHMLE.
Axmo ojepKaHi  pe3yAbTaTH HE  BIANOBILAIOTH
KpuTepito NpHHHATHOCTI Ha piBHI S1, BUNpoOyBaHHs
MPOAOBKYHOTH HA piBHAX S2 abo S3. Q = 75 %. Yac
po3sumMHenns 45 xB.

93.2%

/

L5 02 214 %:




1 2 3
Cynposigni Ha xpomarorpami eunpoOoByBaHoro po3uudny 0yas- | Menme 0,2 %
JIOMIIIIKH fKa TIngMa, KpiM OCHORHOT, He TIORMHHa Oy TH

IHTEHCHBHILLOK 33 NIIAMY Ha XPOMaTorpami po3uuHy

nopieagaaas (0,2 %).
KinbkicHe Bumict CoHisNO,;HCI (dpenibyry) mae Oy i Bl 0.2496
BH3HAYEHHS 0.238 r 1o 0,263 r, v nepepaxyHKy Ha cepeJHIO Macy

TabIeTKH.
Mikpobionoriuna | IlpenapaT HanekUTEH 10 HEBOIHHUX HECTEPHIBHUX
yucrorTa** aikapcbKUX 3acobiB AN OPABHOrO 3aCTOCYBAHHI.

3aranbHe uncio aepoldHHX MiKpooprasizmip

(TAMC): kputepiii npuiiHsTHOCTI - 10° KYO/T. 100 KYO/r

3arajbHe YMCIIO JPDKIKOBMX Ta IU1iCEHEBUX I'PHOIB

(TYMC): xpurepiii npuitnstrocti - 10° KYO/T. Menwe 5 KYO/r

Bincythicte Escherichia coli B | r npenapary. BincyTHi
[NakysauHs Io 10 Tabnerok y Gmicrepi; no 2 GuicTepy B mavitl. Binnosinae
MapkyBaHHs 3rifHo 3 TEKCTOM MAPKYBaHHS J10 /11 31 3MiHAMH Bianosinae
Tepmin 3 pokn Ho 02.2024 p.
IPHIATHOCTI

* - KOHTpONL NaHOre TECTy NPOBONATH JUIA KOkHOT I1°ATOl cepii roToBoro mpenapaTty y 3B'43KY 3 THM, 10 uel TecT
KOHTPONIOIOTE B HethacoBaHMX TabneTkax KoKHOT cepii npenapaTy.

*# - KOHTpO.1k JAHOTO TeCTY NPOBOMATE M1 KO3KHOT n°#101 cepii roToBoro mpenapaTy y 3B A3KY 3 BIANOBIAKRICTIO
supodnuuTea [JI3 Bumoram HBI1 (GMP).

Bucaopok: HOOBYT® IC, tabnetkn mo 0.25 © Ne 20 cepii 0180121 mianosinac sumoram MKS zi
aminamu Nel-4 mo p/m UA/8831/01/01.

3asBa npo cepradikanito: [[uM 5 3acBixuyo, 1Mo HaBeNeHa BHUIE iH(OpMaUIs € AOCTOBIPHOIO Ta
TouHo. L{ro cepito npoaykuii Oyno BupoGaeHo (BKIIOYAI0OYH NAKYBAHHSA | MAPKYBaHHs } Ta IPOBEISHO
KOHTPOIB il SKOCTI Ha BULIe3a3Ha4eH il AinbHULI ¥ MOBHIH BignosigHocTi 3 BUMoramMu GMP,
BCTAHOBJESHHMH PETYJIATOPHUM OpraHoM YKpaiHH, a TakoX BIANOBIAHO 10 cneumdiKaLif, Mo MicTATbCA
y peectpauiiinomy aocse. [poToxonn BUpoOHHLTBA, NaKyBaHHA Ta analizis Oyno nepernsHyTo Ta
BCTAHOBJIEHO BinnopinnicTs GMP.

3acTYIHHK reHepalibHOIO JIHPEKTopPa 3 SIK0C] i:cig\t;é 65080 Myxg:;:
/¥YnoepHoBa:xkeHa ocoba ArogTaopdeska x;opora, 86 3. O.T'ixep

5/ TAB “IHTEPXIM”

T

| KOHTPOAS SIKOCTI




TOBAPHCTBO 3 JOJJATROBOIO BLANOBIAAJIBHICTIO "IHTEPXIM®

TAB "IHTEPXIM"

Yrpaina. 65080, m. Oneca. Jloetzopdichra aopora, 86
te:1 (048) 7772950, daxce (0482) 340803,
C-mail: INFO@INTERCHEM.CONLTIA

inter

CepTudikar axocti Ne 019 Bix 27 ciuns 2021 poky

Hazga gikapebkoro 2acoby
Jikapcenka gopma, 103yBaHHH
PeecTpaniiine nocsizaenns
Jlinensis

HOOBYT" IC

Tadnerkd no 0,25 r

UA/8831/01/01 31 3mMinamMu TepmiH aii 6e3cTPOKOBO
BupoOHUUTBO JiKapcbKuX 3acodiB

cepis AE Ne 295499 gin 20.02.15 p.. 65080, Oneceka obnacts,

Micne npopamkenns

NiAAbHOCTI

Ceprudixar GMP

Homep cepii
Posmip cepii

Jdata BUpoOHHITBA

M. Oneca. Jlioctnopdebka nopora, 6ya.86

058/2016/SAUMP/GMP
0190121

13727 ynaxkoeok Ne 20
27.01.2021 p.

65025, M. Oneca. 21-if km CtapokuiBebkoi noporu, 40-A

Ananis nposeneno srigno 3 MKS 3i 3minamn Nel-4 no p/n UA/8831/01/01

s

HaiimeHnyBaHHSA
NOKA3HHKIB

Bumorn MK

PesyapraTu Bunpoyeann

1

2

3

Onuc

Tabnetkn 6inoro abo H110T0 3 KOBTYBATHM
BIATIHKOM KOJBOPY. MNOCKOLMIIHAPUYHOT QOpMH, 3
tackoro. Ha oauiil nosepxHi TabneTky HaHeceHUH
TOBAPHMHN 3HAK NIANPUEMCTRA, HA APYTiH 0BepXHI
TabneTkH — pUcKa.

TabneTtku Oinoro xonsopy.
NIOCKOUMTIHAPUUYHOT QOPMMU. 3
dackoso. Ha ogniil noeepxhi
TabNeTKH HaHeceHnH ToRapHUH
3MaK NMiANPUEMCTBA, Ha APYTiH
NOBEpXHi TabNETKH — pucKa.

Inentudikaiis

A. YbpTpadioneTOBHI CNEKTP NOrIMHAHHS PO3YUHY
npenapary, 0Aep:KaHoro AN KiTbKIiCHOTO
BM3HaueHHd, B 06nacTi Bia 220 um 1o 300 um
FIOBUHEH MAaTH MaKCHMYMH NOTIHHAHHS 3a JOBKHH
XBUIB 251 HM, 257 1M Ta 263 Hm.,

B. Peakuis Ha nepBUHHY aMiHOTPYITY.

C. Peakuis (a) Ha x0puaM.

Jmax = 252 uM
kmax =257 UM
Amax = 263 HM

[No3uTHBHA
IlosuTHBHA

Cepenns maca

Big 0.3800 r no 0.4200 r

0.4006 r

OnnopinxicTh
JO30BAHUX
OIHUHHLIL*

[Tpuitmanbue uueno (AV) ana nepumnx 10 oaMuuLb
nosunHe OyTy MeHwe abo nopignwosatu L1 (15,0).
SAkmo npuiMaibHE  UYHCHO OlnbLue L.1,
BUIPOOYBaHHIO MiAAAKTh HAcTYMHI 20 oauuuub i
O0YMCIIOTE NpHiAMansHe yucio. Bumorn OJ10
BUKOHYIOTBCS, fAKILO KIHUEBE TNpHiAManbHe 4wucio,
pospaxopane 13 30 oauMuuubL, MeHLE ado A0piBHIOE
L1 1 jkoleH IHAMBIAy&TbHHM BMICT y JIO30BaHii
OJMHHUII He € MeHwuM 3a (1 - L2x0,01)M i me
OimpbmmM 3a (1 + L2x0.01)M npu  obumcaenni
npuiiMansHoro uncna. (1L.2=25,0).

Po3zuunenus

Kputepiit npuitHaTHOCTI Ha piHl S1 noeHHEeH OyTH
He MeHute (Q + 5) % 11g KOKHOI 3 6 OOMHMIE.
Slkmo  opepykaHi  pezynbTaTM  He  BiANORIAAKOTH
KPUTEpito PUHHITHOCTI Ha piBHi S1, BunpobysaHus
NPOoAOBKYIOTh Ha piBHAx S2 abo S3. Q = 75 %. Yac
pO3uHHeHHs 45 XB.

94.6 %

fh ot 500 5 oves s




1 2 3

Cynpoginani Ha xpomaTorpami BunpodoryBaHoro pozauny Ovas- | Menue 0.2 %
JOMILIKH KA M71IMa, KPIM OCHOBHOT, He MOBMHHA OYTH
IHTEHCHBHILLIO 33 MIIAMY Ha XpOMaTorpaMi po3dmHy
nopieHaung (0.2 %).

Kinbkiche Buict CdHisNO,;-HCI (dbenibyTy) mae OyTH B 0,2483r
BU3HAYCHHA 0.238 r no 0.263 r, ¥ nepepaxyHKy Ha cepeIHIO Macy
TabeTKH. .
Mikpobionoriuna | [lpenapar HanexuTh 10 HEBOAHHUX HECTEPHIIBHUX
queTOTa* * niKapchbKMX 3acoBiB 115 OPATBHOTO 3aCTOCYBAHHS.
3aranpde  uucno  aepobHMX MIKpOOpPraHi3MiB

(TAMC): kpuTepiit npuitaaTHocTi - 10° KVO/T.
3arajibHe 4MCII0 APLKIKOBMX T4 TUICEHSBHUX TPHOIB
(TYMC): kpurepilt npuitusTaocti - 107 KVO/r.
Bincyraicte Escherichia coli B | r npenapaty.

[TakyBaHHS Ilo 10 tabaeTok y Gnictepi: no 2 GnicTepn B Navili. Binnosinae
MapkyrasHs 3riJIHO 3 TEKCTOM MapKyBaHHs /10 P/l 31 3MIHAMM Binnorinae
Tepmin 3 pokH Ho 02.2024 p.
MPUAATHOCTI

- KonTpone naHoro TecTy NpOBOOAThL A8 KOKHOI m'aTol cepil rOTOBOTO mpenmaparty y 3B A3KY 3 THM, 10 1ed TecT
KOHTPOMOTL B HeacosaHux TabaeTkax KoxkHoT cepil npenapary.

- KonTtpone nadoro tecty npoBoaATs A1 KOXKHOT 17 ATOT cepli rOTOBOro Npenapary v 3B 43Ky 3 BiANOBIAHICTIO
eupoduuurea ['JI3 eumoram HBIT (GMP).

Bucuopok: HOOBYT® IC. tabnetku mo 0.25 r Ne 20 cepii 0190121 simnosizac sumoram MK 3i
aMinamu Nel-4 no p/m UA/8831/01/01.

3anga npo ceprrpikanir: 1{um 1 3acBiTuyI0, 0 HaBeIeHA BHIIE iHPOPMALLi € Z10CTOBIPHOIO Ta
TouHO. 1lF0 cepito mpomykuii 6y0 BUpodieHo (BRITIOYAI04H NAKYBAHHS | MAPKYBaHHS ) Ta NPOBEIEHO
KOHTPOJIB 1T SKOCTI Ha BHIE3a3HAYeHIld ninbHULI y NOBHIH BiAMoBiTHOCTI 3 BHMoraMu GMP,
BCTaHOBISHHMH PETYJIATOPHHM OpraHoM YKpaiHH, a TAKoxk BIANOBIAHO 10 cnieum(ikalii. 1o MICTSTheS
Y peecTpariifHoMy nocke. [IpOTOKONIM BUpOOHUUITRA, MAKYBAHHS Ta aHAJI3iB OVJI0 NeperisHyTo Ta
BCTaHOBNEHO BlanosiaHicTe GMP.

3aCTYNHHK I'eHEPAILHOI0 JHPEKTOPA 3 AKO0C] i:é':ﬁ:e; 65080 MYKgAa;::
/YHoBHOBaKEHA 0C0ODA I\to::r.nopq)CbKa sopora, 86 | 3+ O- I'ixep
. /e TAB “IHTEPXIM”

i\ KOHTPO!\FI AKOCTI




TOBAPHUCTBO 3 JOAATKOBOIO BIANOBIAAJIBHICTIO "IHTEPXIM"

Hasga nikapcbkoro 3acody
Jlikapcbka ¢popma, 103yBanns
PeecTpaniiine nocBinuenns

Jinensis

Micne npoBaxKeHHA

TAB "IHTEPXIM"

Vkpaina, 65080. M. Oneca. Jlioctnopgcbka nopora, 86
Ten. (048) 7772950, daxc (0482) 340803,
E-mail: INFO:@ INTERCHEM.COM.UA

inter
chem

V,

Ceprudikar sikocti Ne 039 Bix 01 6epe3ns 2021 poky

HOOBYT*IC
Tabaerku no 0,25 r

UA/8831/01/01 31 3MiHaMu TepMiH il 6e3cTpokoBo
BupoOHuLTBO Nikapchkux 3acobiB

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka obnacTs,
M. Ozeca, Jioctaopdcebka gopora, 6ya.86

AissIbHOCTI

Ceprndixatr GMP 058/2016/SAUMP/GMP
Homep cepii 0390221

Po3mip cepii 13206 ynaxkoBok Ne 20
Jara BHpoOHHITBA 01.03.2021 p.

65025, m. Oneca, 21-i kM CrapokuiBebkoi goporu, 40-A

Anaiz nposeaeno 3rizao 3 MK 3i sminamu Nel-4 10 p/m UA/8831/01/01

BiATIHKOM KOJIbOPY, TNIOCKOLMIIIHAPHYHOT hopMu, 3
dackoro. Ha oaHii noBepxHi TabneTku HaHeceHui
TOBApHWH 3HaK NiJANPUEMCTBA, Ha APYTiii NOBEPXHi
TabJIeTKU — pUcKa.

HativmenyBanns Bumorn MKS1 PesyabraTn BunpoGyBann
NOKA3HHAKIB
1 2 3
Onuc Tabnetku 6inoro abo 6ij0ro 3 )KOBTyBaTHM Tabnetku 6inoro koabopy,

TUIOCKOLIMIHAPUYHOT hopMH, 3
¢ackoro. Ha oaniit nosepxni
Tab/IETKH HaHeCEHUI TOBapHUH
3HaK MiANPUEMCTBA, HA APYTii
NoBepxHi TabIeTKU — pUCKa.

Inentudikauis

A. YabTpadioneToBuii CieKTp NOrIMHAHHS PO3UMHY
npenapary, OAep>KaHoro 1)1 KijbKiCHOTro
BU3HaueHHs, B ob6nacti Bia 220 HM 10 300 uMm
NOBHHEH MaTH MaKCUMYMH TIOTJIHHAHHS 33 JIOBKUH
XBWIb 251 HM, 257 uM Ta 263 HM.

B. Peakuis Ha nepBUHHY aMiHOrpyIy.

C. Peakuis (a) Ha xnopuan.

Amax = 252 HM
Amax = 257 HM
Amax = 263 HM

IlosutnBHA
IlozuTnBHa

CepenHs Maca

Bin 0,3800 r 10 0,4200 r

0,4019r

OnHopinHicTs
J030BaHUX
OOMHHULB*

Mpwuiimanbhe yncno (AV) wis nepuux 10 oguHULE
noBuHHe OyTH MeHwe abo mopisHiosatu L1 (15,0).
JAkmo  npuiimanbHe — uucno  Oinemwe L1,
BUNpPoOYBaHHIO MinAaroTh HacTynHi 20 OJUHULE i
004MCMIOTE TpHiiManbHe wucno. Bumorn OJJO
BUKOHYIOTBCS, SKIIO KiHUEBE NpHIIMAajbHE YUCIO,
pospaxosane i3 30 oavHHUB, MeHIue aGo A0piBHIOE
L1 i »xoaeH iHAMBiZyanbHUH BMICT Yy 1030BaHii
omumHuui He € MeHwuM 3a (1 - L2x0,01)M i He
Oitbmmm 32 (1 + L2x0,01)M npu  obyucnenHi
npuiManbHoro uucina. (L.2=25.0).

Po3unnenns

Kputepiit npuiinatHocTi Ha piBHI S1 noBuHeH GyTu
He MeHwe (Q + 5) % @1 KoxHOI 3 6 OIMHHUB.
Skmo oaepkaHi pe3ynbTaTH He  BiANOBiAAIOTH
KPHTEPII0 NPUHHATHOCTI Ha piBHI S1, BUNIpo6yBaHHS
NpOoJOBXYIOTh Ha piBHAX S2 a6o S3. Q = 75 %. Yac
po34uHEeHHs 45 XB.

87,0 %

Ko gy~ offbo &F Jef 2ol 7~




1 2 3

CynpoBiasi Ha xpomaTtorpami Bunpo6oByBaHoro po3uuHy Oyap- | Menwe 0,2 %
JOMILIKH sIKa TU1IMa, KPiM OCHOBHOT, HE MOBUHHA OYyTH
IHTEHCHUBHIILOIO 3a TUIAMY Ha XpOMaTorpaMi po34MHY
nopiBHaHHs (0,2 %).

KinbkicHe Bwmict CoHisNO; HCI (dhenibyTy) Mae Oyt Big 0,2517 r
BU3HAUEHHS 0,238 r 1o 0,263 r, y nepepaxyHKy Ha cepeaHIO Macy
TabseTku.
Mikpob6ionoriuna | [Ipenapar HaleKUTb 10 HEBOAHHX HECTEPUIIbHUX
yucrora** JiKapchbKUX 3ac00iB s OPATTLHOTO 3aCTOCYBAHHS.
3arajibHe YHUCIIO aepoOHHUX MIKpOOpraHi3miB

(TAMC): kputepiit npuiiHaTHocTi - 10° KYO/T.
3arajibHe YMCII0 APKIDKOBUX Ta TUTICEHEBUX IpubiB
(TYMC): kpuTepiii npuitnatocri - 10° KYO/r.
Bincyrtnicts Escherichia coli B 1 r npenapary.

INaxyBaHHs Ilo 10 tabnerok y 6nicrepi; no 2 6aicTepu B nayl. Bianoginae
MapkyBaHHS 3rigHo 3 TEKCTOM MapKyBaHHs 10 p/T 3i 3MiHaMH Binnosigae
Tepmin 3 poku o 03.2024 p.
MPUIATHOCTI

* - KoHTposb #1aHOrO TecTy NMPOBOAATH AJIsl KOXKHOT M SATOT cepii roTOBOro Mpenapary y 3B’si3Ky 3 THM, IO Lel TecT
KOHTPOTIOIOThL B HepacoBaHMX TabneTKax KOXHOI cepii mpenapary.

** - KoHTpOosb 1aHOTO TeCcTy MPOBOAATD 11 KOKHOT I’ ATOT cepii FOTOBOro npenapary y 3B’ 3Ky 3 BiINOBIIHICTIO
BupobHuuTea I'JI3 Bumoram HBIT (GMP).

Bucnosok: HOOBYT® IC, tabnetku mo 0,25 r Ne 20 cepii 0390221 siamosimae Bumoram MK 3i
smiHamMu Nel-4 no p/m UA/8831/01/01.

3asBa npo ceprudikaniro: [luMm 5 3acBinuyio, 0 HaBeAeHa BHLIE iHHOPMALIS € JOCTOBIPHOIO Ta
TouyHo0. L{1o cepiro npoxykuii 6yno BupoGieHo (BKIOYAIOUW NAaKyBaHHS | MApKyBaHHA) Ta NPOBEICHO
KOHTPOJIb i1 IKOCTI Ha BHIIe3a3HaUYeHIi NUIbHULI Y TIOBHIH BianoBigBocTi 3 BumoraMu GMP,
BCTAHOBJICHHUMH PETYJSTOPHUM OpraHoMm YKpaiHH, a TAKOXK BIJINOBIXHO J10 cnelmikartiii, uo mMictsaTbes
y peecTpauiiinoMmy nocke. [IpoToxonu BUpoOHHMUTBA, NaKyBaHHA Ta aHali3iB OyJIO MEperssHyToO Ta
BCTaHOBJEHO BianoBigicte GMP.

. Ykpaina
3acTyHHAK reHepaIbHOro AUPEKTOPa 3 AKOCT e 65080, M. Opeca
/YnoBHoBakeHa 0coba Aiocraopéebka aopora, 86 | 3- O- Tixep
yd
./, TAB “IHTEPXIM"

| KOHTPOARA KOCTI




TOBAPHUCTBO 3 JOAATKOBOIO BIANOBIAAJIBHICTIO "IHTEPXIM"

Hasga nikapcbkoro 3acody
Jlikapcbka ¢popma, 103yBanns
PeecTpaniiine nocBinuenns

Jinensis

Micne npoBaxKeHHA

TAB "IHTEPXIM"

Vkpaina, 65080. M. Oneca. Jlioctnopgcbka nopora, 86
Ten. (048) 7772950, daxc (0482) 340803,
E-mail: INFO:@ INTERCHEM.COM.UA

inter
chem

V,

Ceprudikar sikocti Ne 039 Bix 01 6epe3ns 2021 poky

HOOBYT*IC
Tabaerku no 0,25 r

UA/8831/01/01 31 3MiHaMu TepMiH il 6e3cTpokoBo
BupoOHuLTBO Nikapchkux 3acobiB

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Onecbka obnacTs,
M. Ozeca, Jioctaopdcebka gopora, 6ya.86

AissIbHOCTI

Ceprndixatr GMP 058/2016/SAUMP/GMP
Homep cepii 0390221

Po3mip cepii 13206 ynaxkoBok Ne 20
Jara BHpoOHHITBA 01.03.2021 p.

65025, m. Oneca, 21-i kM CrapokuiBebkoi goporu, 40-A

Anaiz nposeaeno 3rizao 3 MK 3i sminamu Nel-4 10 p/m UA/8831/01/01

BiATIHKOM KOJIbOPY, TNIOCKOLMIIIHAPHYHOT hopMu, 3
dackoro. Ha oaHii noBepxHi TabneTku HaHeceHui
TOBApHWH 3HaK NiJANPUEMCTBA, Ha APYTiii NOBEPXHi
TabJIeTKU — pUcKa.

HativmenyBanns Bumorn MKS1 PesyabraTn BunpoGyBann
NOKA3HHAKIB
1 2 3
Onuc Tabnetku 6inoro abo 6ij0ro 3 )KOBTyBaTHM Tabnetku 6inoro koabopy,

TUIOCKOLIMIHAPUYHOT hopMH, 3
¢ackoro. Ha oaniit nosepxni
Tab/IETKH HaHeCEHUI TOBapHUH
3HaK MiANPUEMCTBA, HA APYTii
NoBepxHi TabIeTKU — pUCKa.

Inentudikauis

A. YabTpadioneToBuii CieKTp NOrIMHAHHS PO3UMHY
npenapary, OAep>KaHoro 1)1 KijbKiCHOTro
BU3HaueHHs, B ob6nacti Bia 220 HM 10 300 uMm
NOBHHEH MaTH MaKCUMYMH TIOTJIHHAHHS 33 JIOBKUH
XBWIb 251 HM, 257 uM Ta 263 HM.

B. Peakuis Ha nepBUHHY aMiHOrpyIy.

C. Peakuis (a) Ha xnopuan.

Amax = 252 HM
Amax = 257 HM
Amax = 263 HM

IlosutnBHA
IlozuTnBHa

CepenHs Maca

Bin 0,3800 r 10 0,4200 r

0,4019r

OnHopinHicTs
J030BaHUX
OOMHHULB*

Mpwuiimanbhe yncno (AV) wis nepuux 10 oguHULE
noBuHHe OyTH MeHwe abo mopisHiosatu L1 (15,0).
JAkmo  npuiimanbHe — uucno  Oinemwe L1,
BUNpPoOYBaHHIO MinAaroTh HacTynHi 20 OJUHULE i
004MCMIOTE TpHiiManbHe wucno. Bumorn OJJO
BUKOHYIOTBCS, SKIIO KiHUEBE NpHIIMAajbHE YUCIO,
pospaxosane i3 30 oavHHUB, MeHIue aGo A0piBHIOE
L1 i »xoaeH iHAMBiZyanbHUH BMICT Yy 1030BaHii
omumHuui He € MeHwuM 3a (1 - L2x0,01)M i He
Oitbmmm 32 (1 + L2x0,01)M npu  obyucnenHi
npuiManbHoro uucina. (L.2=25.0).

Po3unnenns

Kputepiit npuiinatHocTi Ha piBHI S1 noBuHeH GyTu
He MeHwe (Q + 5) % @1 KoxHOI 3 6 OIMHHUB.
Skmo oaepkaHi pe3ynbTaTH He  BiANOBiAAIOTH
KPHTEPII0 NPUHHATHOCTI Ha piBHI S1, BUNIpo6yBaHHS
NpOoJOBXYIOTh Ha piBHAX S2 a6o S3. Q = 75 %. Yac
po34uHEeHHs 45 XB.

87,0 %
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1 2 3

CynpoBiasi Ha xpomaTtorpami Bunpo6oByBaHoro po3uuHy Oyap- | Menwe 0,2 %
JOMILIKH sIKa TU1IMa, KPiM OCHOBHOT, HE MOBUHHA OYyTH
IHTEHCHUBHIILOIO 3a TUIAMY Ha XpOMaTorpaMi po34MHY
nopiBHaHHs (0,2 %).

KinbkicHe Bwmict CoHisNO; HCI (dhenibyTy) Mae Oyt Big 0,2517 r
BU3HAUEHHS 0,238 r 1o 0,263 r, y nepepaxyHKy Ha cepeaHIO Macy
TabseTku.
Mikpob6ionoriuna | [Ipenapar HaleKUTb 10 HEBOAHHX HECTEPUIIbHUX
yucrora** JiKapchbKUX 3ac00iB s OPATTLHOTO 3aCTOCYBAHHS.
3arajibHe YHUCIIO aepoOHHUX MIKpOOpraHi3miB

(TAMC): kputepiit npuiiHaTHocTi - 10° KYO/T.
3arajibHe YMCII0 APKIDKOBUX Ta TUTICEHEBUX IpubiB
(TYMC): kpuTepiii npuitnatocri - 10° KYO/r.
Bincyrtnicts Escherichia coli B 1 r npenapary.

INaxyBaHHs Ilo 10 tabnerok y 6nicrepi; no 2 6aicTepu B nayl. Bianoginae
MapkyBaHHS 3rigHo 3 TEKCTOM MapKyBaHHs 10 p/T 3i 3MiHaMH Binnosigae
Tepmin 3 poku o 03.2024 p.
MPUIATHOCTI

* - KoHTposb #1aHOrO TecTy NMPOBOAATH AJIsl KOXKHOT M SATOT cepii roTOBOro Mpenapary y 3B’si3Ky 3 THM, IO Lel TecT
KOHTPOTIOIOThL B HepacoBaHMX TabneTKax KOXHOI cepii mpenapary.

** - KoHTpOosb 1aHOTO TeCcTy MPOBOAATD 11 KOKHOT I’ ATOT cepii FOTOBOro npenapary y 3B’ 3Ky 3 BiINOBIIHICTIO
BupobHuuTea I'JI3 Bumoram HBIT (GMP).

Bucnosok: HOOBYT® IC, tabnetku mo 0,25 r Ne 20 cepii 0390221 siamosimae Bumoram MK 3i
smiHamMu Nel-4 no p/m UA/8831/01/01.

3asBa npo ceprudikaniro: [luMm 5 3acBinuyio, 0 HaBeAeHa BHLIE iHHOPMALIS € JOCTOBIPHOIO Ta
TouyHo0. L{1o cepiro npoxykuii 6yno BupoGieHo (BKIOYAIOUW NAaKyBaHHS | MApKyBaHHA) Ta NPOBEICHO
KOHTPOJIb i1 IKOCTI Ha BHIIe3a3HaUYeHIi NUIbHULI Y TIOBHIH BianoBigBocTi 3 BumoraMu GMP,
BCTAHOBJICHHUMH PETYJSTOPHUM OpraHoMm YKpaiHH, a TAKOXK BIJINOBIXHO J10 cnelmikartiii, uo mMictsaTbes
y peecTpauiiinoMmy nocke. [IpoToxonu BUpoOHHMUTBA, NaKyBaHHA Ta aHali3iB OyJIO MEperssHyToO Ta
BCTaHOBJEHO BianoBigicte GMP.

. Ykpaina
3acTyHHAK reHepaIbHOro AUPEKTOPa 3 AKOCT e 65080, M. Opeca
/YnoBHoBakeHa 0coba Aiocraopéebka aopora, 86 | 3- O- Tixep
yd
./, TAB “IHTEPXIM"

| KOHTPOARA KOCTI
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TOBAPUCTBO 3 JOJAATKOBOIO BIANIOBIJAJILHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaina, 65080, m.Oxneca. Jloctiopdenka nopora, 86
Ten. (048) 7772950, dakc (0482) 340803,

inter
chem

V,

E-mail: INFO@INTERCHEM . COM . UA

Ceprudikar sikocri Ne 040 Bix 02 6epesns 2021 POKY

Hasga sikapcbkoro 3aco6y
Jlikapcbka dopma, 1o3yBanns
PeecTpaniiine noceiguenns
Jlinen3is

HOOBYT® IC
Tabaerkn no 0,25 r
UA/8831/01/01 3i 3Minamu TepMiH aii 6e3cTpokoBo

Bupo6uuuTBO NikapchkuX 3acobis
cepis AE Ne 295499 gin 20.02.15 p., 65080, Onecrka obnactb,

Micne npoBaxxenus

M. Oneca, JlrocTnopderbka nopora, 6yn.86

AisLILHOCTI

Cepragixkar GMP 058/2016/SAUMP/GMP
Homep cepii 0400221

Po3mip cepii 13300 ynakosox Ne 20
Jlata BupoGHHUTBA 02.03.2021 p.

65025, m. Oneca, 21-it km CTapokHiBcbKOT noporu, 40-A

Anaui3 nposeneno srizno 3 MKS 3i sminamn Nel-4 no p/m UA/8831/01/01

BIATIHKOM KOJIbODY, IUIOCKOUMiHAPUIHOT dopmu, 3
¢ackoro. Ha onniii nosepxui TabneTkn HaHeceHuii
TOBAPHUH 3HAK NiJNPHUEMCTBA, Ha APYTiil NOBEpPXHi
TableTKH — pUcKa.

HaiimenyBauns Bamorn MKSI PesynbTaTn Bunpobysanp
MOKa3HHKIB
1 2 3
Onuc Tabnerku 6inoro abo Ginoro 3 xoBTyBaTHM Tabnerku 6inoro konsopy,

MUIOCKOUMITIHAPUYHOT hopmu, 3
ackoro. Ha oawiii nosepxi
TabJIETKM HAHECEHUH TOBaPHUIA
3HaK NIANPHEMCTBA, Ha APYTiii
TIOBEPXHi TabJIETKH — pUCKa.

IneHTHdikanis

A. VaeTpadioneroruii cniekTp noriuHadHs PO34UMHY
rpernapary, 0JepKaHoro A KijbKiCHOro
BHU3HA4YeHHs, B obnacti Big 220 M 10 300 um
TTIOBHHEH MaTH MAaKCUMYMH MOTJIMHAHHSA 33 JIOBXKHH
XBWIb 251 HM, 257 HM Ta 263 HM.

B. Peakuis Ha nepBuaHy aminorpynmy.

C. Peakuis (a) Ha xn0puu.

Amax = 252 um
Amax = 257 uM
Amax = 263 HM

Ilo3uTHBHA
ITo3uTuBHA

Cepenns maca

Bin 0,3800 r 10 0,4200 r

0,4008 r

OnHopigHicTs
J030BaHUX
OJIMHHUILIL*

Ipuiimanbre umcno (AV) mia nepumx 10 oaunume
noBuHHe OyTn MeHiue aGo nopisHioBati L1 (15,0).
Axmo  npuiiManeHe  wucno  Ginmbwe LI,
BUMPOOYBaHHIO MiAtaroTh HacTynHi 20 OgMHMLB i
OBYMCITIOIOTh TIpHiiManbHE 4YHCNO. BuMmoru 0)1(0)
BUKOHYIOTBCS, SKWIO KiHLEBE NpHiiMabHe YUCIIO,
po3paxoBate i3 30 oauHHMIE, MeHwe a6o JOpiBHIOE
L1 i xomeH iWmmBigyanbHuil BMmicT Yy JI030BaHiii
OIMHMLI He € MeHwnM 3a (1 - L2x0,01)M i ne
Oitbmm 32 (1 + L2x0,01)M npu  obuMCIIeHH]
npuiiManbHoro umcia. (L2=25,0).

Po3yunenHs

Kpurepili npuiiastaocTi Ha piBHi S1 noBuHeH OyTH
He MeHwe (Q + 5) % ang koxHOT 3 6 OmMHMIUD.
JKwo onepxkaHi pesynbTaTM He BiANOBIZANOTDH
KpHUTEpilo NPUHHATHOCTI Ha piBHi S1, BUNpoGyBaHHs
NPOJOBXKYIOTh Ha piBHAX S2 aGo S3. Q = 75 %. Yac
pO34HHeHHs 45 xB.

87,5 %
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1 2 3

CynpoBinHi Ha xpomarorpami BunpoGoByBasoro posuuny 6yap- | Menwe 0,2 %
IOMIIIKH sKa IU1IMa, KpiM OCHOBHO{, He TIOBUHHA Oy TH
{HTEHCHMBHILIOO 3a TUISIMY Ha XpOMarorpami po3uMHy
nopiBHsHHS (0,2 %).

KinbkicHe Bumict C1oH1sNO;-HCI (beHibyTy) Mae 6yTH Bin 0,2497 r
BHU3HAYCHHS 0,238 r 10 0,263 1, y nepepaxyHKy Ha CEpEeIHIO Macy
TabNeTKu.
MikpoGiosioriuna | [Ipenapar HaneXuTh 10 HEBOAHUX HECTEPUIBHUX
upcroTa** JiKapchkUX 3ac06iB 171 OPabHOTO 3aCTOCYBaHHS.
3arajibHe 4UCIO aepOOHMX MiKpOOpraHi3MiB

(TAMC): kpurepiii npuitasTHocTi - 10° KYO/T.
3araibHe YMCIIO APDKDKOBUMX Ta IL1iCEHEBUX TpHOIB
(TYMC): kpuTepiii npuitastrocti - 10° KYO/T.
Biacyrnicts Escherichia coli B 1 r mpenapaty.

[akyBaHHS: ITo 10 Tabnerok y Guictepi; no 2 GiicTepy B nayill. Binnosinae
MapkyBaHHs 3rigHO 3 TEKCTOM MAapKyBaHHs 10 p/m 3i 3MiHaAMH Bianosinae
Tepmin 3 poxu Ho 03.2024 p.
MPUIATHOCTI

* - KOHTpO/Ib JAHOTO TECTY NPOBOMATH ANls KOKHOI M'ATOi cepii rOTOBOTO Mpemapary y 3 3Ky 3 TUM, WO LEeil TecT
KOHTpPOMIOIOTh B HedacoBaHUX TabneTkaX KOXKHOI cepii npenapary.

** _ KOHTpO/Ib JAHOTO TeCTy NPOBOLITH [Ulsl KOXKHOT 1’ STOi cepii TOTOBOro nmpenapary y 3B’SI3KY 3 BIANOBLIHICTIO
supobumnurea [J13 sumoram HBIT (GMP).

Bucrosox: HOOBVT® IC, Tabnetku no 0,25 r Ne 20 cepii 0400221 Bignorizae Bumoram MK 3i
3minamu Nel-4 no p/m UA/8831/01/01.

3asiBa npo ceprudikanito: L{um 5 3acBiavylo, wo HaBeeHa BHILE iHpopmauis € TOCTOBIPHOIO Ta
Tounow. Lo cepito mpomykiii 6ys10 BUpoGIeHO (BKII0UAOYM NIaKyBaHHS 1 MapKyBaHH$) Ta IPOBEAEHO
KOHTPOJIB 1i IKOCTI Ha BUILE3a3HaueHil NiTbHULI y NOBHIH BignosigHocTi 3 BuMoramu GMP,
BCTAHOBJICHUMH PETyJIATOPHMM OpraHoM YKpaiHH, a TAKOX BiiNOBIAHO 10 cnieurdikawiii, Mo MicTAThCA
y peectpauiiinomy nocke. [IpoToKoIM BUPOGHHITEA, IaKyBaHHs Ta aHani3iB Oy/10 NepernsHyTo Ta
BCTAHOBJIEHO BianoBinHicTe GMP.

Yxpaina
3acTyHHK IreHepaJIbHOr0 JUPEKTOpa 3 AKoC] i@ 65080, M. Oneca

/YnoBHOBaxXeHa 0c00a 3. O. TI'ixep
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TOBAPUCTBO 3 IOAATKOBOIO BIITNOBIJIAJILHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaina, 65080. M. Oneca, Jlioctaopdcbka nopora, 86
ten. (048) 7772950, dakc (0482) 340803,

inter
chem

V,

E-mail: INFO-@INTERCHEM.COM.UA

Ceprudikar sikocri Ne 042 Bix 12 Gepesns 2021 poxy

Hasga aikapcbkoro 3acody
Jlikapcbka popma, nosyBanns
Peectpaniiine nocsinuenns
Jlinensis

HOOBYT® IC

Tabjgerkn no 0,25 r

UA/8831/01/01 3i 3minamu TepMiH aii 6e3cTpoKoBo
BupobHuuTBo Nikapcekux 3aco6iB

cepis AE Ne 295499 Bin 20.02.15 p., 65080, Oznecbka obnacTn,

Micne npoBamkenns

M. Oneca, Jioctnopderbka nopora, 6yn.86

AifIBLHOCTI

Ceprudikatr GMP 058/2016/SAUMP/GMP
Homep cepii 0420321

Po3mip cepii 13235 ynakoBok Ne 20
JaTa BupoGHHITEBA 12.03.2021 p.

65025, m. Oneca, 21-i kM CrapokuiBcbkoi noporn, 40-A

Anaunis nposeaeno srizno 3 MK 3i sminamu Nel-4 10 p/u UA/8831/01/01

BIATIHKOM KOJILOPY, IIOCKOLMIIHAPUYHOT hopmH, 3
¢ackoro. Ha oaHiii nosepxni TabneTkn HaHeceHui
TOBApHU# 3HaK MiANPHEMCTBA, Ha APYTiil NOBepXHi
TabJIeTKH — pUCKa.

Haiimenysanns Bumorn MK/ PesynbTaTn BHnpoGyBans
NOKa3HHKIB
1 2 3
Onuc Tabnetku 6inoro aGo 6i10ro 3 XKOBTYBaTHM Tabnertku 6inoro konsopy,

MIOCKOUUTIHAPUYHOT popMHU, 3
dacxoro. Ha oxniit mosepxsi
TabJIeTKH HaHECEHMH TOBapHUI
3HaK IiANPUEMCTBA, Ha ApyTiit
NOBEPXHi TabJIETKH — PUCKa.

InenrTudikaris

A. VrbTpadioneTosuii criekTp NOrIMHAHHS PO3UMHY
npenapary, oAep>KaHoro Ajs KiJIbKICHOro
BU3HA4Y€HHA, B 061acTi Big 220 uM 10 300 HM
MOBMHEH MaTH MaKCHUMYMH TMOTJIMHAHHS 33 JOBKHH
XBUIb 251 HM, 257 HM Ta 263 HM.

B. Peakuis Ha nepeuHHY aminorpymy.

C. Peakuis (a) Ha Xxnopuan.

Amax = 263 HM
Amax = 257 HM
Amax = 252 HM

IMo3sutuBHa
IlosutuBHA

Cepenns maca

Bin 0,3800 r no 0,4200 r

0,4014r

OnHopiaHicTb
J030BaHUX
OJMHULB*

Hpuiimanbhe uncno (AV) ans nepuwmx 10 oguaus
NnoBUHHE OyTH MeHwe abo nopiaiosatu L1 (15,0).
ko npuiiMajbHe YUCIIO OLIblIE L1,
BUNPOOYBAaHHIO MigJaloTh HacTynHi 20 OAMHMUG i
00YMCMOIOTL TpuiiManbHe uucino. Bumorn OJ[0
BUKOHYIOTbCS, fKINO KiHLEBE NpUMAMAalibHE YHCIIO,
po3paxoBate i3 30 oaMHMLB, MeHLIE a60 OPiBHIOE
L1 i xonen inmuBimyanbuuii BMicT y n030Baniit
OIMHMLI He € MeHmwuM 3a (1 - L2x0,01)M i =ne
Oitbumm 3a (1 + L2x0,01)M npm obuncnensi
npuiimasnbHoro yucna. (L2=25,0).

Po3unuenus

Kpurepiit npuithatHocTi Ha piBHI S1 noBMHeH OyTu
He MeHwe (Q + 5) % nns KoXkHOT 3 6 OZMHMUR.
Skwo opepxkaHi pe3ynsTaTM He  BiANOBiAAIOTH
KPHUTepit0 MPUHHATHOCTI Ha piBHi SI, BUNPOGYBaHHSs
NPOJOBXYIOTh Ha piBHAX S2 a6o S3. Q = 75 %. Yac
PO3YMHEHHS 45 XB.

92.5%




1 2 3
CynpoBiaHi Ha xpomarorpami BUITpoOOBYBaHOIO PO34YHHY Oyab- } Menue 0,2 %
. . . |
JIOMILIKH siKa TUIAMa, KPiM OCHOBHOI, He OBUHHA Oy TH

IHTEHCHUBHILIOO 32 IUIAMY Ha XpoMarorpami po3uuHy
nopisasHHs (0,2 %).

Kinbkiche Bwmict C10H1sNO,-HCI (benibyTy) Mae OyTH Bif 0,2490 r
BU3HauY€HHS 0,238 r 10 0,263 1, y nepepaxyHKy Ha cepeHIO Macy
TabJeTKH.
MikpoGiosnoriuna | IIpenapaT HaneuTh 10 HEBOAHMX HECTEPUIIBHUX
ypcrora** JiKapchbKUX 3ac00iB Ul OPaJbHOIO 3aCTOCYBaHH.
3arajibHe 4HCI0 aepoOHMX MiKpOOpraHi3MiB

(TAMC): xputepiii npuiinstrocti - 10° KYO/T.
3aranpHe YUCIIO APIKIDKOBUX Ta TUTiCeHeBUX IpubiB
(TYMC): kpuTepiit npuiinstrocti - 10° KYO/T.
Bincytnicts Escherichia coli B 1 r npenapary.

IlakyBaHHs ITo 10 Tabnetok y Gaictepi; no 2 GnicTepu B Navu. Bianosizae
MapkyBaHHs 3rizHo 3 TEKCTOM MapKyBaHHs 10 p/m 3i 3MiHaMu Binnosinae
TepMmin 3 poxku o 04.2024 p.
NpHUIATHOCTI

* - KOHTpoNb JaHOTrO TECTY MPOBOIATH [f KOXHOI M'ATOi Cepii roToBoro mpemapary y 3B’A3Ky 3 THM, WO L€l TecT
KOHTPOJIOIOTH B He(hacoBaHUX TabeTkax KoxkHOI cepil npenapary.

** _ KOHTPOJb JAaHOTO TECTY MPOBOIATH [Ulsl KOXHOI I’ AToT cepii roToBOro npenapary y 38’a3Ky 3 BiZNOBiAHICTIO
supobuuurea ['JI3 Bumoram HBIT (GMP).

Bucnosokx: HOOBYT® IC, ta6nerku mo 0,25 r Ne 20 cepii 0420321 simmoinae Bumoram MK 3i
3minamu Nel-4 no p/m UA/8831/01/01.

3asBa npo ceprudikaniro: [{um s 3acBiquyio, o HaBeeHa BUUIE iHPOPMALLis € LOCTOBIPHOIO Ta
Toynoto. Llfo cepito mpoaykuii 6yso BUpo6ieHo (BKTIOUAIOUH NaKyBaHHs | MapKyBaHHs) Ta IPOBEICHO
KOHTpOJIb 1i IKOCTi Ha BUIE3a3HaYeHIH AUILHALI y NOBHI#H BianosinHocTi 3 BuMoramu GMP,
BCTAHOBJIEHHMH PEryJISTOPHUM OpraHoM YKpaiHu, a TaKoX BiNOBiAHO 10 crieumdikalii, wo MiCTATECS
y peectpauiiiHoMy a0cbe. [TIpoTOKOIM BUPOGHULITBA, MAKYBaHHS Ta aHAJi3iB OyJI0 NEPeraHyTO Ta
BCTaHOBIEHO BianoBiaHicTe GMP.

3acTYNHHK IeHepaabHOr0 THPEKTOPA 3 IKOC] f@ 65080 My;g;:;::
/YnoBHoOBaxkeHa 0coba NocTaopdehKa .t{opora, gg | 3-0.Tlixep
/
4/, TAB “IHTEPXIM”

74
| KOHTPOAR AKOCTI
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IC)lil\PliC'Y BO 3 JIOHA ! 1\030}0 BI)ITK')BIIIAJII:] HC'IIO «IHTIT P\IM» .

,.._TﬂBx-«IHTEPXIM».

Vipaina, 65080, Onecnia ofn., m.Oneca. Jioctaopdickia.aopora, Gyn. §6
e, (D4RY 7772950, dhaxe (0482) 340803
Eamail: INFO@INTERCHEM.COM.UA

Copriigiicat iicoeri Ny 2245 in 23.05.2022  poxy

Hiapa JikapesKoro 3acoly HOOBYT® IC

- JHixapesra Gopma, K03y BAHHY TADNETKH 110 0’-,251’1‘“"
- Peecrpaniitie nocninuenus ‘UA/8831/01/01 3 repwin i GessipoRgEo
- “IMIHAME PP " A
 Jiineitsis  BupoGnunreo sikapeniciy 3aca6in cepis AR 295499 Bix.
"20.02.15p., 65080, Onecbka obnacts, m- Onec - JTocTAopdHeBRA
. itopora,.6yn.86 e
Micue uposaurenns gisaenoeri  65025;m. Oneca, 21+ kM Craporuiseskol gopori, 40-A.
Cepradivar GMP 051/2019/GMP nic no 07.06.2022 p.
. Howmep cepii 22450522
- Poamip cepit 20840 riakos Na20
Hara supobaRTsa 18:05.22 p.
© Anaui NPOBEIENO 3TN0 3 MK 3 sminamn Nel-4 po p/n UA/8831/01/01
Ham«euyaan?rm Birorn MICSL , ..?63}’.11b”FflTl{
NORAZHUKIB B nponmsyuanb
o S 1 . ) 3
.| Omac. Ta6neTs 6110T0 460 611010 3x0oBTYBaTHM BigTiHkoM | TaGnerku 61710r0 X0IBODY,

KOMLOPY, TUIOCKOUMIIHAPHYHOT dopmu, 3Packor. Ha | iocke UAVTTHAP A HOT
opuil osepxHi TAGNeTKH HAHECeHHH TopapHui 3HAK | dopmu 3 dpackoro. Ha
TAIPUEMCTBA, Ha Apyriil moBepxui TabIeTKH ~ PUCKa. opuiiroepxai TabaeTRH

| Hanecduunit roBapuuil 3HAK
fipgnpdeMceTsa, Ba gpyrii
nosepyui TabneTicn -

| Tgerradikania A, YaprpadioseTosni CHeXTp. MOTJIMHAHHA PO3YHHY Amax A 251 Hm
fpenapary, 0AepKAHOro A/ KIIbKICHOT0 BUSHAUEHHH, |ANax= 256 HM
18 o6nacTigin 220 am o 300 HM nOBUHEH MATH Amax = 262 HM

MAKCHMYMH TIOTIMHAHHS 32 JOBIKKMH XBU/Ib 251 HM, 257
HM Ta 263 HM,

‘B Peaxuyis a nepuniy axwmorpyulw | HosutjisHa

A

€ Peaxuia (d) na xropuan [TosurpsHa

04023 r

Cepeanns maca | B.ip,_‘(),3‘800 a0 0,4200r




[puiimansre uncao (AV) Ad nepix 10 ofHHALD
MORMHHEE GYTH MeHie abo JOPIBHIOBATH L1 {15;0).
Ko NpHHEMaIbHE YUCI0 Ginpwe. L1, sunpoOyBaHHI0
riggaoTH HacTynHi 20 0AMHALD i 0BUHCIIOIOTD
pUAMaJIbHE YHCsI0. BUMOTH 0/10 BUKOHYIOTHCS, STKINO
KiHLese npHiMaibHe YHeio, pospaxopane i3 30

O HALLD, MeRTe ab0 JOPIBHIOE L1 ixonen
AinansigyanpHAR BMICT Y J030BaHIH 0AUHHEII HE €

| e 3a (1 - L2%0,01)M i ve Glabumim 3a (1+

| L2x0,01)M npu oGuncHenHl npUiMaNEHOTo YHCHE.

OpHOPIAHICTD
[O30BAHMX OAHIHb *

POosuMHEeHHA, Kpn'repiifx.npuﬁnmnomi Ha piyi S1 rmopuHen Oy TH He 99,7 %
Amenure (Q + 5) . U151 KOTKHOI 3 6 O/IHHILE. Ko

| opeprkani pesybTaThH Fe BIATMOBIAAI0TE KPHTEPIFO
| nputigsraocTi Ha pisui S1, sunpoBysaHis

| npogoBxyioTh Ha pinHAX 52 a60 S3.Q =75 %. dae.

posunHenns 45 XB.

Ha xpomarorpami BUpoGOBYBAHOTO POSUHEY 6ypb-aKa | MeHiie
[WiAMa, KpiM OCHOBHOI, He IoBHHHa OyTh
{HTEHCHMBHINION 32 INAMY HA XPOMATO rpami poayuiHy

 \nopisassas (0.2 %).

Cynposigui foMiLKm

BmicT CqoH1aNO,vHCl (enibyTy) mae Gyrw Bin 0,238

KinbxicHe BUSHAMEHHA
' 00,263 1, y mepepaxysry Ha.Cepejinio Macy TabNeTKH,

0,2504r

3arajibHe YHCI0 aepoOHHX MiKpooprraHismiB (TAMC):
Kpurepill npUAHATHOCT] - 1 0* KYO/r.

MikpoBionoriama
qucrorat®

- [ 3aranpue wncao APPKIPKOBHX T [ICCHEBHX rpubin
L {TYMC)s kpuTepii npuitEsTHOCT] - 10% KYO/T,

Biacyrsicts Escherichia ¢oli B 1 r npenapary.

prE—

Makypanus Tlo 10 TaéaeTok y GaicTepi; 102 GaicTepn y nadui

Biznosi

A€

MapKyBaHys 3riHo 2 TeKCTOM MapKyBanni Jo P /1 3i.3MinaMu Bignosi

Tac

Tepmin npuAATHOCTI 3 poku Jo 062

025 p.

#. KQHTPOJIh JAHOTO TECTY, IIPOBOUATL LA KOIHOT AT
B-HehacoBAHMX TaBeTkax. KwKHOT cepii npendpary. # L KOHTPOL - JAHOTO TCCTY TPOBOIATS JUTA KOWHOT 11
nipenapary y 383Ky 3 pixnopinsicrio pipoGHuaTEa [JI3 BusMoram HBT (GMP).

ol cepif roToBOTQ Npenapary Yy 3R’ASKY. 3 THM, 110 11¢

i1, T€CT KOUTPOIQIOTH
TOT cepil FeTOBOYO.

Bucuogok:  HOORYT®1

pigroBizae BUMoram MK 3i svinams Nel-4 a0 p/n UA/8831/01/01

3asgna npo 'cep'rmb'i'iéa‘xiitb § o T{uiv s FACBIAUYIOL IO HaBeACHA BHIIC indpoprraliis € AOCTOBIPHOIO
Ao cepin niponykii Gyio BipobaEHo (BRIIOYAIOUH NIBKYBAHHA i MBpKyBaHHS) Ta IPOBEIEHY |
BuitesaznadeHil  AEHI - Y gopHill BimTOBiNHOCT! 3 suMorayin GMP, BCTAHOBICHHMY pel
Vipaiau, a TaK0K BlANOBILHO X0 crieuupixauil, Wo MicTATHCS y peecTpatifHomy AQCLE. Tlpo
TraKyBaRHs T4 anasizie Gysno MEPEraaHyTo Ta peradosseno pianosindicrs GMP.

SBaCTYITHHK TeHe ANBHOFO AHPERTOPA 3 ROCT | Yipaiia
i P " BEOBO,

[

¢, Taénerin o 0,25 r Ne 20 (1 0%2) y Gaictepax y maqui cepif 2245(

522

T3 TOUHOR.

OHTPONE T AKOCTL HE:
VASTOPHAS  OPraHom
‘OKQN BHPO6}-1 HILTBA,

xeép 3.0,

[ERN15)




® 06.8-205-07/1

TOBAPUCTBO 3 JOJATKOBOIO BIATIOBIIATBHICTIO «IHTEPXIM»

TAB «IHTEPXIM)»

Ykpaita, 65080, Onecbka o61., M.Oneca, JliocTaopdcrka nopora, 6ya. 86
Ten. (048) 7772950, dakc (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

Ceprndikar sikocri Ne

Has3ga Jjikapcekoro 3acofy
Jixapceka dopma, 103yBanns

PeecTpaniiine nocBinueHus

Jinensis

Micne npoBamkeHHs isiibHOCTI

Ceprudixar GMP

| ( inter 7
= chem

2557 iz 28.10.2022 poxky

HOOBYT® IC

Tabaerku mo 0,25 r

UA/8831/01/01 3i
3MiHAMH

TepMiH 1ii 6e3cTpokoBo

BupoGHUUTBO JiKapchKHX 3ac00iB cepist AE Ne295499 Bin
20.02.15 p., 65080, Onecbka ob.1acTh, M. Oneca, JdrocTaopdebka
aopora, 6yn.86

65025, m. Oneca, 21-it km Crapokuiscbkof noporu, 40-A

051/2019/GMP nie 1o (Juct depxaikcayxon

Howmep cepii

Po3mip cepii

Jata BupoGuMuTBa

AHani3 npoBexeHo 3rixHo 3

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

25571022
20 802 nakos Ne20

221022 p.

MKHA 3i sminamu Nel-5 no p/n UA/8831/01/01

Haﬁmenynai.nm Bumorn MKSI PesyabraTn
NOKAa3HUKIB BHNIPOOOBYBaHL
1 2 3
Onuc Ta6nieTku 6i10ro abo 6in0ro 3 XOBTYBaTHUM BigTiHkoM | TabieTKH Gisoro KOJIbOpY,
KOJIbOPY, MJIOCKOLUTiHAPHYHOI GopMH, 3 packoro. Ha NJIOCKOLUMIHAPHYHOI
OZHi# NOBepXHi TabJeTKH HaHeCeHU TOBapHHIl 3HaK dopmy, 3 packomw. Ha
MANPHEMCTBA, Ha APYTiH NOBepXHi TabJeTKU - pucka. |ogHiii MOBEPXHi TabJeTKH
HaHeCeHHH TOBapHHH 3HaK
IiINPHEMCTBA, Ha JpyTiil
MOBEPXHi TabseTKU -
pHUcKa
[neHTHdikaLis A.YnbTpadioneToBui CrieKTp NOrIMHAHHA PO3YHHY Amax = 251 umM

npenapary, 04epKaHoro JJifl Ki/IbKiCHOro BU3HaYeHHS,
B o61acTi Bia 220 HM A0 300 HM MOBHHEH MaTH
MaKCHMMYMH NOTJIMHAHHA 3a A0OBXHH XBUJIb 251 HM, 257
HM Ta 263 HM.

Amax = 257 uHm
Amax = 263 HM

B. Peakuis Ha nepBuHHY amiHorpyny [losuTHBHA
C. Peakuis (a) Ha xJ0puau [TosuTHBHa
Cepennsa mMaca Big 0,3800r 50 0,4200 T 0,4043r




OpHopiaHicTb [IputiMmanbre 4ucio (AV) gisa nepmyx 10 ogUHKLD
A030BaHUX OJAMHHUUD * NoBHHHe 6YTH MeH1le a6o fopiBHIOBaTH L1 (15,0).
Slkuwo mpuiiManbHe 4Kc0 6inbiue L1, BUNpo6yBaHHO
niAfalTb HACTYNHI 20 O4UHULB | 06YHCITIOTD
npHAMasibHe YKc10. BuMoru 010 BUKOHYIOTBCS, SIKILO
KiHl[eBe pHHMalbHe YUCII0, po3paxoBaHe i3 30
OJIMHHMLb, MeH1lIe abo AopiBHIoE L1 i x%0aeH
IHAMBIAYaAbHUIM BMICT y 1030BaHii 04MHUL He €
MeHIUMM 3a (1 - L2x0,01)M i He 6inbwum 3a (1 +
L2x0,01)M npu o64nceHHi npuiiMasbHOrO YUCIa
(L2=25,0).

Po3yuHeHHs KpuTepii npuiHATHOCTI Ha piBHi S1 noBUHeH 6yTH He (98,1 %
MeHue (Q + 5) % A/ KOXKHOI 3 6 0AMHULb. AKILO
OZiep>KaHi pe3y/IbTaTH He Bi/INOBIAAIOTh KPUTEPIl0
NPHAHATHOCTI Ha piBHI S1, BUNpPO6YBaHHSA
NpOJOBXKYIOTb Ha piBHAX S2 a60 S3.Q = 75 %. Yac
pO3YHHEHHS 45 XB.

CynpoBigHi goMilku Ha xpomarorpami BUNpo6oBYBaHOro po3unHy 6yab-ika |MeHue 0,2 %
NJISIMa, KPiM OCHOBHOI, He TOBHHHA GyTH
IHTEHCHBHILIOW 33 NJIAMY Ha XPOMAaTOrPaMi po34ynHy
nopiBHaHHA (0,2 %).

KinbkicHe BU3Ha4YeHHS BmicT C10H13NO,¢HCl (denibyTy) Mae 6yTH Big 0,238 |0,2542 1
50 0,263 1, y nepepaxyHKy Ha cepeHI0 Macy TabJeTKH.
Mikpo6ionoriyna 3arasibHe YMC/I0 aepobHUX Mikpoopranizmis (TAMC):
4yuCcTOTa ** KpuTepii npuiHaTHOCTI - 10° KYO/T.

3aranbHe YHCJI0 JPDK/PKOBUX Ta IJiCEHEBUX rPHOIB
(TYMC): xpuTepii npuitHsaTHoCTI - 102 KYO/T.
Biacyrnictb Escherichia coli B 1 r npenapary.

[lakyBaHH#A Ilo 10 TabaeTok y 6icTepi; no 2 6aictepu y nayni Bianosizae
MapkyBaHHs 3riHO 3 TEKCTOM MapKyBaHHs A0 p/n 3i 3MiHaMH Bianosigae
Tepmin npuaaTHocTi 3 poxu Jo11.2025 p.

* - KOHTpO/Ib 1aHOTO TeCTy MPOBOAATH 11 KOXKHOI I1'ATOT cepii roToBoro npenapary y 3B'SI3KY 3 THM, LIO e TECT KOHTPOOKTS
B HehacoBaHuX TabneTkax KOXHOI cepii npemapary. ** - KOHTPOb 1aHOTO TECTy MPOBOASTH TS KOXKHOI M ATOT cepii roroBoro
npenapary y 38's3Ky 3 BianosinsicTio Bupo6HuuTea I'J13 sBumoram HBIT (GMP).

BucnoBok:  HOOBYT® IC, Tabnetky no 0,25 r Ne 20 (10*2) y 6aicTepax y nayui cepii 25571022
BiNOBinae BUMOram MK 3i 3minamu Nel-5 no p/m UA/8831/01/01

3asiea npo ceprudikanmito:  [{um 5 3acBinyyto, 1o HaBeneHa BuULLE iHGOPMALS € JOCTOBIPHOIO Ta TOYHOIO.

Llto cepito mponykuii 6ys0 BUpo6ieHO (BKIIOHAIOYM NMaKyBaHHs | MApKyBaHHs) Ta NpPOBEAEHO KOHTPOMb 1i SKOCTI Ha
BHIIE3a3HAa4eHiH OiMbHMUI y TOBHil BixmoBimHocTi 3 BuMoraMm GMP, BCTaHOBNEHMMH PErylSTOPHHM OPraHoM
YkpaiHy, a Takox BIANOBIAHO 10 cneuudikalii, WO MICTITbCH y peecTpauiiinoMy nocke. [TpoTokonH BUPOGHHMUTEA,
NIaKyBaHHS Ta aHali3iB OyJ0 NeperisHyTo Ta BCTAHOBNEHO BianosiaHicTe GMP.

3 b HPeKTOpa 3 IKOCTi Ykpaina
ACTYNHHK reHepajibLHOro THPeKTop S ot |
/ YrioBHOBazXeHa 0coba opora, 86 Fixep 3.0.
T AITHC) (T1IB)
TAB “IHTEPXIM”

BIAAIN KOHTPOAA AKOCTI
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