D 06.8-205-07/1, en. pea. Ne 12 X
TORAPHCTEO 3 AOHATKOBOW BIAHNOBINAABHICTHY «IHTEPXIM»

TAB«IHTEPXIM»

TEL —%‘?H (lh i} eM.Com.us

Ceprudikar skocri No - 2442 sin 04.11.2024 poky

Haspa aikapcekoro 3acoby I'IA3EINTAM IC®

Jlikapebka dopma, nosypanus Tabnerku o 0,05 r

Peccrpauiiine noceinuenns UA/8579/01/02 TepMiH 1ii Ge3cTpokoBo
Jiuensis BupobHuuTBO Nikapceknx 3acobis cepis AE No295499 gin

20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jlroctaopdcbka
Jopora, oy1.86

Micue npoBaxKeHHs JiAnbLHOCTI 65025, M. Oneca, 21-i1 km Crapokuiscekoi noporu, 40-A
Ceprudixatr GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepii 24421024
Posmip cepii 166 658 nakop Nel0
JaTta BHpPOOHHUTRA 14.10.24 p.
AHauni3 npoeexeHo 3riano 3 MKS 3i sminamu Ne 1-4 no p/n UA/8579/01/02
HaumeHyBa:tms: Bumors MKSI PesyabTaTh
NOKAIHUKIB BHIIPO0OOBYBaHbL
1 2 3
Omnc Tabnerku 6inoro abo 6i/10ro 3 KpeMyBaTHUM BiATiHKOM TabaeTkH Ginoro 3
KO/bOPY, IJIOCKOUUAIHAPHYHOT ¢popmu 3 dpackow. Ha KpPEeMYBaTHM BifTiHKOM
OJiHI# NOBePXHi TaG/IeTKH HaHECEHHH ToOBapHHIi 3HaK KOJIbOPY,
ninpHEMCTBA. TLIOCKOLHTIHAPHYHOT

popmu 3 dackorw. Ha oawuiit
noeepxni rab/eTKH
HaHeCeHHH TOBAPHHH 3HAK
M IPHEMCTBA.
[nenTudikanis A.YinerpadioneToruit CieKTp NOMIHHAHKA PO3YHHY AmMax = 231 um

Npernapary, o/lepaHoro 414 KibKicHOro Bu3HaveHHs, B | Bignoeigae

o6aacti Big 220 uM g0 300 HM MOBMHEH MaTH MaKCHMyM
3a JIOBXUHH XBHII 230 HM Ta nieye B obacTi Big 250 HM

A0 256 HM.
B. Peakuia Ha 6ensjiasenin [lozuTHBHA
C. Peax1lis Ha rifpasuHoOBY rpyny No3uTHBHA

D. Ha xpomartorpami BUunpoGoByBaHOT0 pO34YHHY NOBHHHA | Bignosigae
6yTH OCHOBHA I/IIMa Ha PiBHI OCHOBHOI M/ISIMH Ha
XpOMaTorpami po3ydHy NopiBHAHHA, BignoBigHa il 3a
pO3MIipoM.

CepenHs Maca Bin 0,09251 510 0,1075 T 0,1009r
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OpaHopiaHicTe
J030BaHMX OAHHHLD *

Bumoru 00 BBaKal0TbCA BAKOHAHHMH, SKILO
npHiiMaabHe uucio (AV) gas nepuux 10 ofMHULE MeHIIe
abo popisnme L1 (15,0), y BigcoTkax. Ko npuiiMansHe
yucao 6inbe L1, y BigcoTkax, BUnpoOyBaHHIO NiAA0Th
HacTynHi 20 ofHHHLE | 06YHCAITE NPHHMaIbHE YHCO.
Bumoru O/10 BUKOHYIOTBCH, AIKIIO KiHLIEBe NPUHMaAbHe
YHCI0, po3paxoBaHe i3 30 ofuHKUIEL, MeHIe a60 A0PiBHICE
L1, y BiACOTKaX, i K0/eH IHUBIAYAJIbHHH BMICT ¥
[J030BaHiH oAMHHLI He € MeHIuM 3a (1 - L2x0,01)Minee
6inbmum 3a (1 + L2x0,01)M. (L2=25,0).

Pos4ynHeHHA

KpuTepiii npuitaTHOCTI Ha piBHi S1 NOBHHeH ByTH He
menue (Q + 5) % z/151 KOKHOI 3 6 OHHHLE. KO
OAep:KaHi pesy/sbTaTH He BiANOBiIAa10TE KpUTEpIlo
npHitHATHOCTI Ha piBHI S1, BHNPOGYBaHHA PO OBKYIOTD
Ha piBHAX S2 a6o S3. Q =75 %. Yac pozuuHeHHsa 15 ¥B.

98,9 %

CynpoBigHI AOMILIKH

Ha xpomaTorpami BHnpoGOBYEaHOro po3uuHy 6yab-AKa
IsMa, KpiM 0CHOBHOI, He Mae 6yTH IHTeHCHBHILOW 33
[/1sIMy Ha XpoMaTtorpami po3unHy nopienssHa (0,5 %).
JonyckaeTbca J04aTKOBA I1siMa Ha CTapTi.

Menmwe 0,5 %

lNapasuH He 6inbine 0,1% (1000 ppm). Menue 0,1 %
Kinbkicue BusHadenHs | Bmict C17H1sBrN,O; (rigazenamy) mae 6ytu Big 0,0462r 10,0500

£00,0538 1, y nepepaxyHKy Ha cepeJiHI0 Macy TabJeTKH.
Mikpobionoriuna [IpenapaT Ha/1E¥HTh [0 HEBOAHHX HECTEDHJIbHHX
gucroTa ** JiKapChKHX 3ac06i3 /18 0pasbHOro 3aCTOCYBaHHSA,

3arajbHe YHCI0 aepoOHUX Mikpooprauiamis (TAMC):

KpUTepiil npuiEATHOCTI - 10% KYQ/T.

3arasbHe YHCI0 IPiIKIPKOBHX Ta ILJ1iCEHEBUX IpHOIB

(TYMC): kpuTepiit mpuiinatnocti - 102 KYO/T.

Biacyrnictes Escherichia coli B 1 r npenapary.
[laxyeanus Mo 10 TabneTox y 6aictepi; no 1 Gricrepy B navni Bianoeigae
MapKyBaHHA 3riiHO 3 TEKCTOM MapKyBaHHA A0 p/n 3i 3MiHaMu Bignorinae
Tepmia npUAATHOCTI 5 pokiB Jlo 11.2029 p.

* - KOHTPO/Ib IAHOTO TECTY NPCBOIATE UL KOKHOT ' AT0T Cepii roTOBOIO NPEnapary y 3B°A3KY 3 THM, 1O Leli TCCT KOHTPOMIOKTE B
nedacopamix TableTkax koxkHoi cepii nperapary. ** - KOHTpOIb 1aHOTO TECTY MPOBOIATL 11 KOKHOT I AToi cepii roTororo
npenapary v 38" 43Ky 3 Biamoritnictio supoSruurea [J13 sumoram HBTT (GMP).

Bucuoeok: ['IJA3EIIAM IC®, Tabnetku no 0,05 r Nel0 (10*1) y Gnicrepi B nadui cepii 24421024
MEKHA 3i 3minamu Ne 1-4 no p/m UA/8579/01/02

BiAMoBigae BUMoOram

3asiga npo ceprudikauito: LlEM 4 3acRizuylo, 10 HapeneHa BHUIIE iH(POPMALIs € JOCTOBIPHOIO Ta TOUHOM.
o cepiro npoaykuii Oyno BupoGieHO (BKIIOYAIOUM TIAKYBAaHHA | MapKyBaHHA) Ta MPOBEJCHO KOHTPOID ii

AiNBHULG Yy MOBHIA BignoeigHocti 3 BuMoramu GMP, BcranoeneHHMH

J

Ha BHIIE3a3HAYeHiii

SKOCTI
PErYISTOPHAM OpraHoM YKpaiHW, a Taxo:x BiamosinHo 1o creuudikauii, o MicTATbCA y peecTpauiiHoMy
nocke. IIpoTokonM BHPOGHMIITEA, MAKyBaHHS Ta aHanisis GyJ0 MEperifiHyTO Ta BCTAHOBJIEHO BiIMOBIIHICTL
GMP.

Yxpaina
65080, w, Opeca
1popdiceka gopora, 86
(mianie) TOB «HTEPXIM»

BIAOIA KOHTPORKD AKOCTI

i Spier?
; [ixep 3.0.
(I1B)




$ 06.8-205-07/1

TOBAPHCTBO 3 JOAATKOBOIO BIANOBIAAJIBLHICTIO "IHTEPXIM"

T/IB "[HTEPXIM"

BE,
Vkpaina, 65080. m. Oneca, Jlioctnopdicska nopora. 86
Ten. (048) 7772950, dake (0482) 340803.
E-mail: INFO@ INTERCHEM.COM.UA
Ceprudixar Ne 2620 Binx 06 ciuns 2025 poxy

Hasga jgikapcbxoro 3aco0y T'IJIA3EIIAM IC*
Jlikapcobka gopma, nosyBanus  Tabnerkn mo 0,05 r
Peecrpaniiine nocBinueHns UA/8579/01/02 3i 3MiHaMH TepMiH aii 6€3CTPOKOBO
Jinensis BupoBHULITBO JiikapchbKuX 3aco0iB

cepis AE Ne 295499 gin 20.02.15 p., 65080, Onecrka obnacts,
M. Oneca, Jlioctnopdebka gopora, 6yn.86

Micue npoBajKeHHs 65025, m. Opeca, 21-i1 km CrapokuiBebkol goporu, 40-A
AistabHOCTI
Ceprudixar GMP 024/2023/GMP nie mno 23.12.2025 p.
Howmep cepii 26201224
KinpkicTs nponykuii B cepii 169 482 ynakosok Ne 10
Jara BHIyCKY 14.12.2024 p.
Ananiz nposexeno srigno 3 MK 3i 3sminamu Ne 1-4 no p/m UA/8579/01/02
HafimenyBanns Bumorn MKA PesyabTaTn BHNpoOyBaHb
NOKA3HHKIB
1 2 3
Onuce Tabnerku 6inoro abo 6inoro 3 KpemyBaTHM BIATIHKOM Tabnetku 6inoro 3 KpemyBaTHM
KOJIbOPY, TUIOCKOUMiHAPHYHOT Gopmu 3 dackoro. Ha BIATIHKOM KOJIBOPY,
OJIHI} MoBepxHi TabNeTKN HAHECEHHUH TOBaPHMIi 3HAK MIOCKOUMIIHAPHYHOT hopmMH 3
NiANprUeEMCTBA. ¢ackoro. Ha onniii noBepxHi TabneTku
HaHeCceHMH TOBapHUH 3HaK
niANpUEMCTBA
Inentudixkauis A. VnbTpadioneToBuii CieKTp NOMIMHAHHA PO3UMHY Amax = 231 HM

npenapary, Oep>KaHoro uisl KilbKiCHOTO BU3HaueHHs, B | Bignosinae
o6nacTi Bia 220 M a0 300 HM NOBHHEH MaTH
MaKCHMMYM 3a IOBYKMHH XBWIi 230 HM Ta nneue B
obnacri Big 250 HM 10 256 HM.

B. Peaxuis Ha GeH3niazenid.

C. Peakuiis Ha riapa3vHOBY Ipymy. ITozuTHBHA
D. Ha xpomarorpami BUNpoOOBYBaHOTO PO3UUHY [lo3uTHBHA
NoBMHHA OYTH OCHOBHA TUIIMA Ha PiBHI OCHOBHOI Binnoginae

TUISIMU Ha XPOMaTorpaMi po3urHy MOPIiBHAHHS,
BianosinHa il 3a po3Mipom.

CepenHs maca Bin 0,0925r 00 0,1075 0,1004r
OnHopigHiCcTb [Mpuiimanbre uucno (AV) aas nepwwmx 10 omunuus | 2,5
NI030BaHMX noeuHHe Oyth MeHwe abo nopisHroBatv L1 (15,0).
OJUHULB™* Sxmo npuiimMaibHe uncao Ginswe L1, BunpoOysanHio

nigmaote Hactynui 20 oguHMub 1 OOYMCIIIONIOTH

npuiimanbhe yucno. Bumoru OJIO BUKOHYIOTBCS, AKILO
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1 2 3

KiHUeBe TpuiiMaibHe uWCIO, pospaxoBade i3 30
OlMHULL, MeHWe abo gopieHoe L1 i skonew
IHAMBIdyaNlbHAM BMICT y [1030BaHi OaMHMLI He € !
meHwuM 3a (1 - L2x0,01)M | He 6inbwuMm 3a
(1 +L2x0.01)M nipu o6umrciaeHHi npuitManbHOro Yucna.
(L2=25,0).

PozunnenHs Kpurepiii npuithaTHocTi Ha piBHi S1 noeunen Gyt He | 98,9 %
meHwe (Q + 5) % aas koxkHol 3 6 omMHMUb. SIKWIO
Olep)KaHi pe3ylbTaTM He BIANOBIZAOTL  KpHTEpiio
MpUAHATHOCTI  Ha  piBui  Si,  BunpoGysaHHs
NPOAOBKYIOTE Ha PiBHAX S2 a6o S3. Q = 75 %. Yac
pO3uKHeHHs 15 XB.

CynpogiaHi Ha xpomarorpami punpo6osyBaHoro posunny 6ynb-sika | Menwe 0,5 %
JOMILIKH MnisAMa, KPiM OCHOBHOT, He Mae 6yTH iHTeHCUBHIILOO 32
TIAMY Ha XpOMartorpami po34uHy nopissHus (0,5 %).
JlonyckaeTbes 104aTKOBA I1Ma Ha CTapTi.

ligpaszun He 6inbwe 0,1 % (1000 ppm). Menue 0,1 %
Kinbkiche Bumict  C;HisBrN,O, (rizazenamy) mae Gytu Big | 0,0500 r
BH3HAYEHHS 0,0462 r no 0,0538 r, y nepepaxyHKky Ha cepenHio macy

TabeTKH.
Mikpo6ionoriuna | [Tpenapat HanexuTh 10 HEBOIHMX HECTEPHIILHUX
yHucrora** TKapCbKMX 3acobiB 115 OPASIBHOTO 3aCTOCY BAHHS.

3aranbHe uncno aepobHuX  Mikpoopranizmis (TAMC): | 50 KYO/r
KpuTepiit npuitnatHocTi - 10° KYO/r
3aranbHe 4MCNO APDKIKOBMX Ta ruticeHeBux rpu6is | Menwe 10 KYO/r
(TYMC): kpurepiii npuitusatHocTi - 10° KYO/r.

BincyTnicts Escherichia coli B 1 r npenapary. Bianosinae
[TakyBaHHs Io 10 rabnetok y Gnictepi; ro 1 Gnictepy B nauwi Bianosinae
MapkyBanHs 3riiHO 3 TEKCTOM MapKyBaHHs 10 P/T 3i 3MiHAMK Bianoginae
Tepmin 5 poku Ho 01.2030 p.

NPUAATHOCTI

* - KoHTposnb 1aHOro TeCTy MPOBOAATH AMs KOXKHOT I’ ATOT cepii rOTOBOrO NMpenapary y 38°s3Ky 3 THM, 1O Leli TecT KOHTPOMOIOTD
B HedacoBanux TabneTkax KOxHOT cepii npenapary.

#% - KoHTpOsTk 1aHOIO TECTY MPOBOAATH ANs KOXKHOI 11’ T0T cepii roTOBOro npenapary y 38°A3Ky 3 BiANOBiIHICTIO BUPOBHHLITBA
713 Bumoram HBIT (GMP).

Bucnosok: I'NJA3EIIAM IC*, tabnerku no 0,05 r No 10 cepii 26201224 sinnosinac Bumoram MK 3i
sminamu Ne 1-3 no p/m UA/8579/01/02.
3asiBa npo ceprudikaumiro: Llum 1 3acBiguylo, wo HaBeaeHa BUILE iH(opMallis € NoCcTOBIpHOIO Ta
Tounoi0. Lo cepito npoxykuii 6yno BrupoGlieHo (BKIIOYAIOUM MAKyBaHHS | MapKyBaHHs) Ta MPOBEAEHO
KOHTPOJb il SIKOCTI Ha BHUIE3a3HAYEHIM AlMbHMLI Yy nOBHiM BignoBigHocTi 3 Bumoramu GMP.
BCTAHOBJICHUMH PETYIATOPHUM OpraHoM YKpaiHu, a TakoXk BiAIMOBiZHO A0 crieumdikalliif, o MicTAThCs
y peecrpauiiinomy nocke. IlpoTokonn BHpOGHMUTBA, NakyBaHHsS Ta aHalizis Oys0 neperisHyTO Ta
BCTAHOBJIEHO BiAnoBiaHicts GMP.

: e/

Yupaina
85080, M. Opasca
MogTaopdopka aopora, 86

i TOB “WYERPXIN® 3. O. Tixep
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 BIAMR KOHTPOAS AKOCT!

B
i



http://www.tcpdf.org

