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KO”MH BE j W_ﬁ <k 0 OPTATS BO2CON1-KO-H7000-39-06

b Oraes KOHTPOAR K&YECTBA
Jlnucmml H2 OCYIUECTBIEHHE ACATENLHOCTH 1D NIPOKIBOACTBY JeKAPCTBEHHBIX cpeacTs Ne 00058-JIC or 03.11.2020
157092, KoctpoMckas obn., Cycanuncxuit pailos, c. CesepHoe, Mxp-u. Xaputonoss, Ten.(4942) 650-806

IMacnopt Ne 7 o1 20.10.2021

Anposack®™ TabaeTKH, NOKPLITbIE MWIEHOYHOH 060040l 10 Mr + 150 mr (Gamcrep)
7 x 4 (ma4ka kapToHHan)

VnakosaHo: AQ «OPTAT», Poccua Homep cepan: BMXA002 Hara ynaxoexu: 11,10.2021
KonuuecTBo ynakosok: 14 209 Hara npou3nojicrsa: 03,2021 [ozen no: 02.2024

Cepus npoussogurtens: BMXA002

ITpousseneno: CAHO®H-ABEHTHUC ne Mexcuko C.A. ge C.B., Mekcuka

HJ JII1-002695-061114, n3m. Nel-4

Perncrpannornoe yaocroseperHe JI-002695 ot 06.11.2014 (raTa 3amenn 24,06,2021)

HaumenoBanne noxaszareneii
xavecrsa no HI

TpeGopaunsa k kavecrsy no HJ{ Pe3ybTaTEl aHANHIA

Ongrcanne OpanbHble  JBOAKOBLITyKIbie Tabnerx, | OpanbHbie  ABORKOBbINYKAbe  TaGneTkm,
MOKpPBIThie TNeHoYHOH obonoukoil posoBoro | TOKpeITLIE MAeHOYHOH o0oo4Koli po30BoOro
usera, ¢ rpaswposkolt 150/10 Ha opwoli |usera, ¢ rpasmposkod 150/10 ua opxol

CTOpOHE. CTOpOHE.

IlopnsuAocTh Bpems ynep:xuBaHHA MNEpBOro B NOPAAKE CootseTcTByeT cTaHAZpTY
- aMJIOAMITHH BRIXG/Ia OCHOBHOTO MHKA Ha XPOMATOTPAMME
BIX HCIBITYEMOIO DACTBOPA A ONpPEeASNeHHS

AMNOJMNHHA  JIOMDKHO  COOTBETCTBOBATH
BPEMEHH YICDKUBAHMA MHKA AMIOLHAHHA

Ha XpoMarorpaMme CTAHAAPTHOTO
pacTBopa.

TCX Ha xpomatorpamMMe MChiniTYeMOro pacTBOpa CooTBeTCTBYET CTRHAAPTY
s TIOATEEPAIEHNA NOANHHHOCTH

aMNogHNHHE  AOMKHO  o0HapyXKHBaTHCA
OCHOBHOE TIATHO, COOTBETCTBYIOILIEE MO
FIONOMKEHKIO, DPA3MEDY W HHTEHCHBHOCTH
NOrfOMIEHHA  OCHOBHOMY  NRTHY  Ha
XPOMATOrPAMME  CTAHABPTHOrO  PACTROpA

BMIOIMTTHHA.
- upbecapran Bpema yaepikHBaHHA BTOPOr0 B MNOpAAKe CooTBercrayet cTaHAapTY
B2XX BBIXO/1A OCHOBHOIO IMKA HA XPOMATOrpaMMe

HCTIBITYEMOrO PACTBOpA INY ONpEJeNeHHs
upbecapTeHa OOMDKHO  COOTBETCTBOBATH
BPEMCHH YIEpKHBaHHS NMuKa HpbecapraHa
Ha XpoMaTorpaMme CTaHAapTHOrO pacTaopa,
TCX Ha xpomaTorpaMme HCTILITYEMOIO PECTBOpA CooTBercTBYET CTAHAAPTY
ans NOATBEPKAEHHA NOATMHHOCTH
npbecaprana [OMKHO  OGHAPYXKHBATLCA
OCHOBHOE IBITHO, COOTBETCTBYIOWICE MO
NOJOKCHHIO, pa3MCpy H HWHTCHCHBHOCTH
NOrNOWEHNA  OCHOPHOMY  NATHY  Ha
XPOMATOIPaMME  CTAHRAPTHOrO  PacTBOpA

uplbecapraua.
Cpeausas Macca B Or 247 no 273 mr, 261 mr
ORHOPOAHOCTE MACChI 18/20 Tatnerok — He Honee = 5 Y% 2% +1%

2/20 rabnerok — He bonee 10 %.

PacragaeMocTs He Gonmee 30 MuH (c Hcnonb3oBanMeM 5 MUBYT
IHCKOB).
IloTeps B macce npu

BLICYIIHBAHAH He Gonee 6,0 %. L%

Crparunua | #3 3



Hanmenonanne nokazarenett
Kavecrss mo HJI

Tpebosanusa K kavecTBy no HJ

PesynsTaTbl axaxM3a

Pacreopenne

[Tocroponene npuMech
~ IPHMECH AMIOAHINHA
fesnmra

- npamecy nplecapraua

MuxpoSuosorageckan
THCTOTA

Onuopozuocts
NOINPOBARHS
- aMJIOIATHE
- upbecapran

Konnvyecrsennoe
onpenenenMc

Ynakopka

Maprupopra

He menee 75 % (Q) amnonunuxa uepes 30
MHH.
He menee 80% (Q) wupGecaprana uepes 30
MUH,

IMpumecs D- ne 6onee 0,50 %:

n00as HeraeHTUHHUHPOBAHHAN MTPUMECh -
e Gonee 0,20 %;

cymma Bcex npuMeceti- He Gonee 1.00 %.
SR 49498- ne Gone 0,30 %;
HEWAEHTHGHUUPOBAHHAS NpPHMECh -
Gonee 0,20 %;

cymMa Bcex npumeceii- He 6onee 0,50 %.

HEe

Kareropus 3A.

Ofmee yvcno aspoGHEIX MHKPOOPraHH3MoB
- ve 6onee 10° KOE B Ir

Ofige YHCIO OPONGKEBBHIX W TUIECHEBbIX
rpubos - e Gonee 10 KOE 8 Ir
Orcyteraue Escherichiacolia | r

AVZLS.
AV<1S,

Or 90,0 % no 1050 % amaoaunHHa oY
3A8BNAEHHOTD KONHYeCTaa.

Or 90,0 % mo 105,0 % wupGecaprana or
3aRBJIEHHOrO KOIUYECTBA.

Ito 7 Tabnerok B Gnvctep
TIBX/TTHTIB X/ Ansomunnit,

Mo 4 Giucrepa BMecTe ¢ HHCTPYKuUKeH no
MPHMEHEHUIO B KAPTOHHYIO MAuKYy.

Ha GaKctepe Ha pycCKOM A3BIKE: TOProBOE

HAUMEHORAHHE apenapaTa c
npegynpeauTensHol  mapkuposkoli  ®,
RO3HPOBKA, MEXKIYHAPOAHEIE
HeMaTeHTOBaHHbIE RaMMEHOBRHUA
AeHCTBYIOWIMX  BEILECTB, JEKAPCTBEHHAA

diopma, JIOrOTMII KOMNAHHH (JATHHCKHM
wpH@TOM), HOMEP CEpHH, CPOK FOLHOCTH
(roges zo).

Jomyckaeicd HalHuMe 3BBOACKHX KOONOB
YIIKOBKH, a  THKKE rpadudeckux
3NEMEHTOB.

Ha xapTonnolfl nauxke Ha pyccKOM AsHiKe:
TOpromoe Ha¥MeHOBAHWE Mpenapata ¢
npenynpenuTensHoli  mapkupoBkoit  ®,
MEKAYHAPOAHEIE HEaTEeHTOBAHHBIE
HAUMEHOBAHUA  JIGHCTBYIOLMX  BELUECTB,
LO3HPOBKa, JIeKAPCTBEHHAR thopma,
KonuuecTBO Tabnerox B ymakobke, «[lna
npHema BHYTPb», «XPaHUTh B HEAOCTYTHOM
ans jgereil Mecren, «llepen NpUMeHEHHEM
BHMMATENBHO RpOMHTAHTE HHCTPYKLHION,
YCNOBHA  OTNYCKA, YCJAOBHA  XPaHeHnd,
COCTAB ¢ YKA3aHHWEM HAMMEHOBaHHA H
coaepxanua AeHCTBYIOLIMX BELUECTB 1N

98 %

96 %
Menee 0,034 %o
Menee 0,02 %
Menee 0,034 %
0,07 %

Menee 0,02 %
0,07 %

Menee 10

Menee 10
OrcyTcTByer

AV=4 (L1=15)
AV=2 (L1=15)

99.6 %
98.5 %

o 7 rabnerok 8 GavicTep
TIBX/MIDMIB X/ AnroMuniii.

Mo 4 Snucrepa BMecTe ¢ MHCTPYKUMEH no
[IPHMEHEHUIO B KAPTOHHYIO NAYKY.

Ha 6nucrepe Ha pycckoM f3biKe: TOProBoe

HAMMEHOBAHNE npenapara c
TipeAynpeauTenbHod  Mapkuposkoit  ®,
HOIUPOBKAE, MEXITYHapOAHbIE
HEeNaTeHTORAHHBIC HaWMEHOBAHKA

OEHCTBYIOILMX  BELIECTB, JEKAPCTBEHHAA
topMa, NOroTHIT KOMMAHMH  (AATHHCKWUM
WIpH(TOM). HOMEP CEPHH. CPOK TORHOCTH
(romeu mo).

HaneceH 3asonckolt  «ox ynakoeku, a
Taioke rpadHYeCcKHe IEeMEHTDL.

Ha kaproHHOH nayke Ha PYCCKOM A3BIKE:
TOPrOBOE  HAHMEHOBAHHME upenapata <
npeAynpendrenbHoi  Mapkuposkoli  ®,
MEXIyHapOIHbIE HEN&TEHTOBAHHbIE
HAKMEHOBaHMA JAEHCTBYIOWHX  BELLECTB,
AO3UPOBKA, JIeKapCTBEHHAA ¢opma,
konuuecTeo TalmeTok B ymakoeke, «lla
npHeMa BHYTPb», «XpaHHTh B HEACCTYHOM
ana peveil mecren, «llepex npuMeHeHHEM
BHUMATENLHO NPOMMTANTE HHCTPYRIKION,
YC/OBMA OTIYCKAa, YCHOBHMH XPaHEHHs,
COCTAB C YKA3aHACM HAWMEHOBAHHA H
cONlepXAaHHUS  JICHCTBYIOMIMX BEWECTE W
NepeyHEM HEeKOTOPbIX  BCIOMOIATENbLHBIR

NepevYHEM  HEKOTOPbIX BCITOMOTaTENbLHBIX | BELIECTH, HOMEPR PETHCTPAMOHHOrO
< . 4 ,f
Crpammua 2 m 3 28 "/‘ZO”
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Hanmenosanue noxaaameﬁ?'

kauecTea no HJL

TpeGobanna Kk wkavecysy mo HI

PeayaeTaThl aHaAM3a

BRIIECTB,

aorotHn komnadud CaHodu (AaTHHCKMM
wpudTom), wpndT Bpaling (HaumeHoBaHke
npenapaTa W JAOIHPOBKA), HOMED CEpHW,
nata NpOM3BOACTBA, CPOK IOAHOCTH (rofieH
A1), LITPHX-KOML

Jonyckaerca HanuuMe HA Nauke 3HAYKOB
YTHAM3AUMY,  BHYTDEHHHUX  38BOACKMX
WTpHX-Koa0e, 2D kona(s!). 3aBOACKHX KONOB
YNAKOBKW, a8  Taloke  TpadMuecKHX
31eMEHTOB.

JononHutensHo moxeT OBITE HAHECEHA
WHPOPMALHE LNA MOHHTOPHHIE NIBHXKEHUS

| YAOCTOBEDEHMA, ~HAMMEHOBAHHE (HPMbI- |

HOMEP  PErHCTPaLHORHOro
yIOCTOBEpPEeHHKA., HAHMEHOBAHHE (MPMEL- |
NPOH3IBOAWTEIA, CTpaHa [IPOH3BOOCTEA,

NpPOM3BOAMTENA, CTPaHA  NPOH3BOACTRA,
norotun KommaiHAd Caxodu (naTvHCKHUM
wpudom), wprdr bpaing (HauMeHoBaHHE
npenapata W OO03HPOBKA), HOMEP CEpPHH,
JaTa MPOWIBOACTEA, CPOK TOAHOCTH (ToaeH
J0), LITPHX-KOA.

Ha nauke HaHeceHbl BHYTPEHHHE JABOLCKUE
wrpHx-koAsl, 2D koa, 3aBOACKOMH Ko |
YNAKOBKH, & TaKKe rpathHyecKHe JIEMEeHTH. |
Hononuurennso Hanecena uuadopManus and |
MOHWTOPHHTa [BHXECHHE NEKAPCTBEHHDBIX
npenapaTtop  OT  MpPOM3BOAMTENA A0
KOHeYHoro notpedurens.

Ha kaprorHolf nauke Ha pycCCKOM m3biKe

| AEKAPCTBEHHbIX npenapaTos OT | RONOTHUTENIBHO:  IOFOTHH ~ XOMITAHHH
| TPOKIROAMTENS AO KOHEYHOTO MoTpebuTens. | ynakobuiuka, «YnaxopaHo/Brimyckalomu#
|Ha kapToHHO# nauyke Ha PYCCKOM A3bIKe |KOHTponb  kadectBa: AQ  «OPTAT»,
{ AONONHHUTENLHO:  JIOTOTHA  KOMTAHWH | PoccHay,

yNaxoBuIHKa, «YnakopaHo/Bbinyckalownii

Koutpons  wauectea:  AO  «OPTAT»,

Poccusn. |

Yenopns xpauennn [1pu Temnepatype ve soiwe 30°C CoorsetcTByeT

Cpox roaHOcTH

3 rona

S TRy e e o i —y

“Topew go: 02.2024

3axmouenne: [Ipenapat Anposack® TabreTku, noxpoIThie NieHouHoi 06onoqKoit 10 Mr + 150 mr (Giucrep)

7 x 4 (mauka xaproHHas) cepna BMXAO002, ynaxosamasili AQ «OBE
TpeGosanuam H JIII-002695-061114, n3m. Nel-4

HavaasHHK oTASAA KOHTPOI KavecTBA

I'ynosa E.A.

KOTWA BEPHA
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