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Q OZ ON Mecro HaxomaeHus: 000 «O3om», Pocena, 445351 Camapckas 06., r, urynesack, ya. MecouHan, 4. 11

MecTa ocywecTsaeHmua AMUeH3UpYEemoit aesTensHocT: 000 «030H», Poccua, 445351

CAPMALEBTHKA 1y nbocTpouTened, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; dakc (84862) 341-09, 290-00
/lnuensns MuHucTepcTsa MpoMBbILAGHHOCTH M Toprosau P® Ne 00072-1C

Camapckan 06, r. 0. JKurynescx, r. *Kurynesck, ya.

Mapkuposka

Ha KoWTypHO#t aueiikosoil ynakoske (6aucrepe)
YKa3biBAIOT TOProBOE HauMEHOBAHUE NEKapPCTBEHHOMo
npenapara (cosnagaer c MeXKAYHapoAHLIM
HENATEHTOBAHHLIM HAWMEHOBAHWEM), NeKapCTBEHHYIO
GopMy,  [03MPOBKY, HaUMEHOBaHue Aepwarens
PerucTpauMoOHHOrO YAOCTOBEPEHUA W HaMMEHOBaHue
NPOM3BOAMTENA NIEKAPCTBEHHOO npenapaTa, Homep
Cepuu (BKAKOYAIOWMIA MECAL, W rOf NPOM3BOACTEA), Aaty
MCTEYEHMA CPOKa rOAHOCTH (MEeCsL, 1 rog).

Ha kapToHHOW ynakoske (nauke) ykaswiBaloT TOprosoe
HaUMeHOBaHWe NeKapCTBEHHOMO Npenapata (cosnagaer
c MEXAYHaPOAHbIM HENaTeHTOBaHHbLIM
HaumeHoBaHuem), HaumeHoBaHuMe Aepwarens
PErucTpauMoOHHOro yAOCTOBEPEHWMA W HaMMEHOBaHMe
NPOM3BOAMTENA NEKAPCTBEHHOTO npenapata, aapec
NPOM3BOAMTENA JIEKAPCTBEHHOrO npenaparta (cTpaHa,
obnacts, ropoa), 3NEKTPOHHBIN  agpec W caiiT
NPOM3BOAMTENIA, aApeC AEPMATENA PerucTpaLMOHHOro
yAOCTOBEpEHMA  (CTpaHa), /JeKapcTeeHHylo  dopmy,
£[034poBKY, KonWuecTso Tabnetok B  ynakoeke,
MHOOPMAUMIO O COCTaBE /IeKAPCTBEHHOO npenapara
(HaumeHoBaHWe peiicTBYIOWErO BewectBa M ero
KOMWYECTBO, MNEpevyeHb BCMOMOTaTe/bHbIX BelecTs),
HOMEp  cepun  (BKNIOYAIOWMIA  MecAy U rog
NPOM3BOACTBA), ATy MCTEYEHMA CPOKA rOAHOCTH (ropeH
A0 MECAU M roa), YCAOBMA XpaHeHwus, cnocob
NPUMeHeHUsA: «[lng Npuema BHYTPbLY, YCAOBMA OTNYCKa,
HOMEp PEerucTPauMoHHOMO YAOCTOBEPEHWA, NOroTUN
Npou3BOAUTENSR, bapm-kog, WTPUXOBOM Kop,
ABYMEPHbII WTPWUXOBOMH KOA € NOAHOW MAM YacTUMHOM
pacwuposkoit  uHGOpMauMu,  copepwalwgeiica 8
ABYMEPHOM LUTDMXOBOM Kogde uau Bes Hero, «CmoTpu
MHCTPYKUMIO NO MEAWMUMHCKOMY NPUMEHEHMIO (NWUCTOK-
BKA3AbIW)», «He NPUMEHATb NO WCTEYeHWM CpoKa
rOAHOCTHY, «XpaHWTb B HEAOCTYNHOM ANA  AeTeil
mecTe»,

[ononHWTENbHO HAa  KapTOHHOM  ynakoske (nauke)
Ay6AMpyeTCA TOProsoe HAMMEHOBAHME W AO3WPOBKA C
MCNoNb3oBaHuem WpudTa Bpaina.

Ha «KoWTypHOii  Auelikosoii  ynakoske
(6nucrepe) yKasaHo: TOproeoe
HaumeHoBaHWe JIEKapPCTBEHHOro
npenapata (coBnaaaer c MemayHapoaHbiMm

HeNaTeHTOBAHHbLIM HauMeHoBaHuem),
NeKapcTBeHHas  dopma,  a03MpoBKa,
HaumeHoBaHue fepwatens
PEruCTPaLMOHHOTO  YAOCTOBEPEHUS W
HaUMeHoBaHWe npou3soanTeNs
NleKapCTBEHHOrO Npenapara, Homep cepum
(BKMtOYAIOWMIA MecsL, " rog,

NPOM3BOACTBA), AaTa MWCTEYEHWA CpOKa
rogHoCTH (Mecay 1 roa).

Ha kapToHHO# ynakoBke (nauke) yKasaHo:
TOProsoe HaMMEHOBAHWE NEKapCTBEHHOMO
npenapata (COBNaAaeT ¢ MEeXAYHapPOAHbIM

HenaTeHTOBaHHbIM HaumeHoBaHKWem),
HaumeHoBaHue nepwarens
PErMCTPaLMOHHONO  YAOCTOBEpPEHUA "
HaumeHoBaHWe npou3BoAUTENA
NeKapCTBEHHOTO npenapara, agpec
npousBoauTeNA NleKapcTBeHHOro
npenapata (ctpaHa, o6nacts, ropog),
3NEKTPOHHbIN agpec u canT
npoussoamTens, appec Aepwatens
PerucTpayMoOHHOTO YAOCTOBEPEHWA
(cTpaxa), NeKapcTBeHHan dopma,

A03MpPOBKa, KOAWYECTBO TabneToKk 8
ynakoeke, wuHpOpmauma o  coctase
NeKapCTBEHHOrO npenaparta
(HaumeHoBaHMe aelicTeylowero BewecTsa
7 ero KONU4ecTso, nepeyeHs
BCMOMOraTeNbHbIX BEWECTs), HOMEep Cepum
(BKAtOYaOWMIA mecsay, M rog
NPOW3BOACTBA), [aTa MCTEYEHWA CPOKa
rogHocTu (rogeH fo: mecal M roa),
YCNOBMA XpaHeHuA, cnocob npumMeHeHUA:
«[lna npuema BHYTPb», YCNOBMA OTNYyCKa,
HOMED PerucTpaLMOHHOID YAOCTOBEPEHMA,
noroTun  npoussoguTens,  Gapm-Kop,
WITPMXOBOW KOA, [ABYMEDHbINH WTPUXOBOH
KOA €  4acTM4HOW  paclmndpoBKoi

WHdOpMaLmK, cofepallenca 8
[ABYMEDHOM LITPUXOBOM Koge, «CMoTpM
MHCTPYKUMIO no MeAULMHCKOMY

NPUMEHEHMIO  (NMCTOK-BKAagbIW)», «He
NPUMEHATL N0 UCTEYEHMM CpoOKa
roAHOCTUY, «XpaHWTL B HEJOCTYNHOM AnA
LETER mecTen,

£ononHnTenbHO Ha KapTOHHOM ynaKoBKe
(nauke)  npoaybanposaHsi TOprosoe
HaWMEHOBaHWe "] A03UpOBKa c
ucnonb3osaHuem WwpudTa Bpaiina.

Cpok rogHoCcTH

3roga

l'opeH ao: 05/2025

XpaHeHue

B 33WMWeEHHOM OT CBETa MECTE NpK TemnepaTtype He Bbiwe 25 °C.

3aKAl0YEeHHe: g)g_[a_gme'r/ He cooTeeTcTeyeTt TpebosaHuam J1M-002834-230321
(Heobxoaumoe noaYepKHyTb)

HavyanbHuk OOK ﬁ/ kre :.:’/// WUnbuyesa E.B.

Odpopmneno: uuzerep no ceptudmxaunn Craap A.B.
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DAPMAUEBTHMKA

Mecto HaxomaeHus: 000 «O30H», Poccun, 445351 Camapcxan 06a., r. }urynescxk, yn. Necounas, a. 11
Mecra ocyuecrenenus NvueH3npyemoii gestensHoctu: 000 «Q30H», Poccua, 445351
Tnapocrpontened, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; $paxc (84862) 341-09, 290-00

Camapckasn 062, r. 0. Murynesck, r. Murynesck, yn.

Nuuersua Munncrepcraa MpombiwneHHoCTH 1 Toprosau P® Ne 00072-NC

Ceptudukar kauectsa cepum Ne 6286 ot 22.06.2022

OporasepuH, Tabnetku 40 mr

Homep cepumn
[aTa Hauyana npoussoacTea
Koauvectso

AHanM3 BbINONHEH N0 HOPMATUBHOMY [OKYMEHTY

TOProsoe HAMMEHOBAHWE NEKAPCTEEHHOID dopma,

Ta, Nexapc

PernctpaumoHHoe yaoctosepenue /1M-002834

220622
09.06.2022

150000 ynakosok

N-002834-230321

HaumeHoBaHue nokasatens

Mertog_KoHTpona

HopmatusHoe 3HayeHue

Peaynstat KoMTpons

Onucauue

BuayanbHblif

Kpyrnble naockoumamHapuyeckue tabnetku oT caetio-
FKE/ITOTO C 3@NeHOBATLIM OTTEHKOM A0 KenToro c
38/IEHOBATLIM OTTEHKOM LIBETa C PUCKOW M dackoil.
HonyckaeTtcs Hanuuue MPaMOpPHOCTH,

Kpyraeie naockoumamsapuyeckue
TabneTkM WEeNTOro ¢ 3eNeHOBaTLIM
OTTEHKOM LBETa C PUCKOM W dackoi.
MpamopHocTs.

MNoanuHHocTs

Y® cnekrpodotomeTpus

¥nerpaduonetosbie CREKTPbI NOTNOWEHUA UCNbITYEeMOro
pacteopa W pacteopa cTaHgaptHoro o6pasua (co)
ApoTasepuHa ruapoxnopuaa B obaactu or 230 40 420
HM  AOMMHBI  MMETb  M3KCMMYMbl M MUHAMYMbI
MOT/CLEHMA NPU OAHUX M TEX XKe AMHAX BOAH (+ 2 Hm).
XapaxTepHas peakums Ha xnopuasl (e PP

Beinagaer Genbii  TBOPOMUCTBLIN 0CafoK, KOTOpbIK
pacTeopAeTcA B ammuaka pacteope 10% M He
PAacTBOPAETCA B a30THOH KMCNOTe passefeHHOM 16%.

Cootsercrayet

Cootsetcrayer

Pacteoperue

[@PD, Y®-cnekrpodoTomeTpus

B pacTsop 4epes 45 MuH A0MKHO nepenTn He meHee 70
% (Q) C2sH3:NO4HCl (npoTasepuna rMapoxnopuaa) ot
33AB/IEHHOTO COAePKAHMA,

85 %

PopcTteeHHbie npumecn

BIXX
Nioban eannnyHan npumecs — He Gonee 0,5 %.
Cymma npumeceii — He Gonee 2,0 %,

0,06 %
0,15 %

OpHopoaHoCTs fo3MpoBaHUA

r'®d Pd, cnocob 2
AV<15,0%

73%

KonuuecreenHoe onpepenenve

Y®-cnekrpodoTtomeTpus

CopepwaHue CaaH3:NO4-HCl (ApoTasepuna
TMAPOXNOpPKAA) AOMKHO BbiTb OT 37,0 mr Ac 43,0 mr, 8
Nepecyere Ha CPeaHIo Maccy TabneTku.

42,8 mr

Muxpobuonormyeckas uncrora
Obwee yncno aapobHbix
MWKpoopranusmos e 1r;
Ob6Lwee YCNo APOMIKEBLIX H
nnecHesbIx rpubos s 1 r;

[® P®, Kateropus 3 A.

He 6onee 1-10° KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;

meHee 1-10' KOE

meree 1-10' KOE

NONMBUHMNXNOPUAHON/NONMBUHUAMACHXNOPDUAHON 1
$ONbrM aNOMUHKWEBOH NeYaTHOI NaKUpOoBaHHOM.

Mnu no 10, 14, 25, 30, 50 Tabnetok s KOHTYPHYIO
A4EAKOBYIO YNaKoBKy M3 maTepuana Kom6uMHMpOBaHHOrO
Ha  ocHoBe  donbru  (TpexcaoiiHbIii matepwuan,
BK/IOY2IOWHA  anioMuHMeBylo donery, nneHky w3
opnempoaaunoro nonnamuaa, l'IOITMBMHM.ﬂXﬂOpHAHVIO
MAEHKY) WM QonbrM  aNOMUHWEesOi] neyaTHowu
NaKUpPOBaHHOM.

1,2 3 4,5 um 10 KOHTYPHBIX AYENKOBBLIX YNaKOBOK
BMECTE € MHCTPYKUMEeN no MEAWLWHCKOMY NPUMEHEHHIO
{nucTox-srnagpiw) nomewarotr & KAPTOHHYIO YNaKoBKy
(nauky).

Escherichia colis 1 r. OTCYTCTBME B 1 r/mn OTCYTCTBYeT

YnakoBska Mo 10, 14, 25, 30, 50 Tabnetok & KOHTYPHYIO ayeiikoByio | Mo 50 Tabnetok B KOHTYPHOW AvelikoBoi
YN3KOBKY U3 NAGHKM MOAMBMHUAXNOPUAHON, AuBO ynaKoBke u3 NAEHKK
NAEHKM NOAUBUHWUAXNOPUAHON " bonbru

ANOMMHUEBOW NEYATHOW NaKMPOBAHHOM,

1 KOHTYpHas AYeiKOBaA yNakoBKa BMecTe C
MHCTPYKUMEN no MeAULMHCKOMY
NPUMEHEHWIO (nmcTok-BrNagbiw)
NOMELLEHA B KAPTOHHYIO YNaKOBKY (nauky).

Odopaneno: uxenep no cepThdukaunu Crasp A B.

Crpannua: | u3 2




