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BAPMALERT A Nuuerana Munuctepcrsa MpoMbILAEHHOCTH 1 Toprosau PO Ne 00176-11C

Ceprndukar kauectsa cepuu Ne 262 ot 29.02.2024

BapgapuH, Tabnerku 2,5 mr
Toproace P T, dopma, poaupoaa

PernctpaunonHoe yaocToseperue JN-Ne(001425)-(Pr-RU)

Homep cepum - 010224
[arta Havana npoussoacTea 11.02.2024
Konuuecreo 69480 ynakosok
AHaNK3 BbINONHEH N0 HOPMATUBHOMY [LOKYMEHTY /IN-N2(001425)-(Pr-RU)-171122
MeTtoa KoHTDOAR
HaumeHoBaHme nokasarens Pe3ayabTaT KOHTPONRA

HopmatueHoe sHayeHue

Onucaxue BuayaneHbiit

Kpyravie Tabaetku Genoro uau noytu Genoro usera, | Kpyraoie TabneTHU 6enoro ypeTa,
MAOCKOUNMHAPHYECKOH dOopMbI, C KpecTooBpasHoi MAOCKOUMAMHAPUYECKOH dopmbl, c
PUCKONA 1 dackoit KpecToobpasHoi pUCKOI 1 dacKoi
NoanruHHOCTL Y@-cnektpodotomerpus

. Ynwtpaduonerossle CReKTpPbI MCNbITYEMOTO
pacreopa w pacteopa CO sappapuHa Hatpua B CootseTtcrayer
obnacth oT 220 go 400 Hm AO/NHHBl  MMETh
MBHCUMYM M MUHUMYM NOTAOWEHUA fpU Tex e
AAWMHAK BOAH (+2 HM),

TCX
MATHO Ha xpomaTorpamme UcnbITyemoro pacrsopa 2
N0 NONOMEHMID, NOrMOWeHWI B Yd-csete U CooTsetcrayeT

BEAMMUHE  [O0/IKHO COOTBeTCTBOBaTL NATHY Ha
XpomaTorpamme pacteopa COBC 1 sapdapuHa
HaTpuUAa,

Pacteopetine [® P®, y®-cnextpodoromerpun
He meHee 80 % (Q) CyoH1sNaOe (eapdapuna Hatpus) 113 %
yepes 30 mMuH.
PoACTBEHHbIE NpUMECH TCX
4-rMAPOKCUKYMapPUH — He Bosee 0,1%. He o6Hapyxeno
(E)-4-dernn-3-6yTen-2-01 - He Bonee 0,1 %. He o6HapyxeHo
EQuHMYHan HeuaeHTMOUUMPOBaHHaR npumMeck — He
Gonee 0,5 %. He obHapyeHo
Cymma HemaeHTUHUUKPOBAHHBIX npumecei — He
Gonee 1,0 %. He 06Hapy#eHo

OAHOPOAHOCTL A03MPOBaHMA [® P, cnocob 1, Y®-cnekTpodotomerpus

AV £ 15,0%. 33%
KonnuectsenHoe y¢-cnem‘go¢oromergm
onpegeneHue 07 2,25 g0 2,75 mr CisHisNaOs (8apdapuna HaTpuA) 2,41 mr
8 Tabnetke.
Murpobuonorudeckan yuetota | [® Pd Kareropws 3 A.
Obwee yneno aspobHbix :

MWKPOOPraHu3ImMoB B 1 r; He 6onee 1 - 10° KOE / r/mn; meHee 1- 101KOE

O6Wiee YNCIo ApOHKEBLIX i

nnecHessIx rpubos 8 1 r: He Gonee 1 - 10? KOE / rfmn; meHee 1+ 102 KOE

Escherichiacolis 1. oTcyTeTsue 8 1 r/mn OTCYTCTBYET

¥nakoska Mo 10, 50 rabnetok s KOHTYpHYlO mveiikosylo | Mo 50 Tabnetok B KOHTYPHOW AYeliKosoM
YN3KOBKY W3 NAGHKU NOAMBUHWAXAOPMAHOH, NMBO | yNakoske U3 nAeHKM NOANBUHUAXNOPUAHOR 1
NASHKK i bonbri aNIOMUHUEBOM neYaTHon
nom«auuwnxnopmuoﬁ/nonuanHanugenxnopmuoﬁ NaKMPOBaHHOM. ' .
U GONLIW BNKOMUHNUEBON NeYaTHOM NaKNPOBaHHOM, 2 KOMTYPHbIE AYEKOBLIE YNAKOBKW BMecTe C

WMaw no 10, 50 tabnetok & KOHTYDHYIO AveiKosyio MHCTPYKUMER no MELAUUMHCKOMY NMPUMEHEHWIO
YNaKoBKY W3 maTepuana KOMBMHMPOBAHHOrO Ha (nucTok-sknaapiw) NOMEWEHBI KapTOHHYIO
OCHOBE  ONbLrK (TpexcnoiHbIi MaTepuan, | ynakosky (nauky).

BRAOHAIOWMA  aNOMUHMeBYIO donbry, nnenky us
OPMEHTUPOBAHHOIO noavamuaa,
NONUBUHUAXAO PUAHYIO nAgHKY)  u donbru
ANOMWHWEBON NENATHOM NaKUPOBAHHOM.

1, 2,3, 4,5 nan 10 KOHTYPHBIX AYEHKOBbIX YNaKoBoK
BMECTE C  MHCTPYKUMeld no MEANLMHCKOMY
MPUMEHEHMIO  (ANCTOK-BKNAABIW) nomewaloT B
K3PTOHHYIO YNakoBKy (nauny).

Maprkuposka Ha_KOHTYpHO# AYeiKoBOM yraKoske (BamcTepe) | Ha KoHTYpHO# AuelKoBOM ynakoeke (Gaucrepe)

Odopmnero: Benosa H.C. Crpansua: 1 u32




f‘) Mecto Haxomaekus 000 «030H Papmn: 445043, Camapcwas 06, 1. 0. ToabatTw, Tep, 033 MNT, maructpans 3-5, 34, 11, c1p.1.
MecTa ocyLWecTaneH1A AMLLeH3MpYeMoi AeatensHocTr 000 «O3oH dapmy: Camapcran obn., 1. 0. TONLATTH, TEP. 033 NNT, marucrpans 3-8

c! OZON 34, 11, cvp.1. Ten.cot.: +79874599993, +798774599994

DAFMALUER KA

Jinuenana MuHucTepcTsa NpombiwnerHocTr k Toproeny P® Na 00176-AC

YRa3biBaoT Toprosoe HauMeHoBaHue
NeKAPCTBEHHOO npenapara (cosnagaer ¢
MEMAYHAPOAHBIM HEeNaTeHTOBAHHLIM
HauMeHoBaHKEM), NeHapCTBEHHYIO dopmy,
LO3MPOBKY, HAUMEBHOBaHKE AepPHaTeNn
PErucTPaLUoHHOro YAOCTOBEPEHWA n

HaMMEeHOBaHWe NPOW3BOAWTENA NEKAPCTBEHHOIO
npenapata, HOMEp Cepui (BKAKONAIOWMWA Mecal w
rof NPOM3BOACTBA), ABTY UCTEYEHWA CPOKA rOAHOCTH
(mecay v rog).

Ha KapToHHOM ynakoBke (nayke) yKasbiBaloT

Toprosoe HauMeHoBaHue NeKapPCTBEHHOIO
npenapata  (coBnagaeT € MEXOYHAPOAHbLIM
HeMnaTeHToBaHHbLIM HaMMEHOBaHWeM),
HaUMEHOBAHWE  ABDHATENR  PErMcTPaLMOHHOM
yAOCTOBEpeHUs (COBNagaeT € HaUMEHOBIHWEM
npou3soAnTENs), appec NPOU3BOAUTENA

/leKapcTBEHHOrO Npenapara (cosnagaer ¢ agpecom
AEPWATENs  PErncTPauWMOHHOTD  YAOCTOBEPEHWA)
(ctpana, obnacts, ropop) (AnA nnowaakm 000
«030H»), HaMMEHOBaHHe Aeparenn
PErHCTPaLUOHHOI YLOCTOBEPEHMA "
HauMBHOBaHWE NPOU3BOAMTENA  NIEKAPCTBEHHOIO
npenaparta, aApec NPOM3BOAWUTENR NEKAPCTBEHHOTO
npenapara (ctpaxa, o6nacTb, rOPOACKOW OKpPYr),
appec Oepwarenn PETMCTPAUMOHHOIO
ynoctosepenua (ctpaua) (ana naowanku 000
«030H ®apm»), 3INEKTPOHHLIK agpec W CcaiT
nopowWssoauTens, NeKapcTBEHHYIO dopmy,
AD3NPOBKY, KOAWYeCTBO TabneTok B yNaKoske,
MHGOPMaLMIO O COCTaBE NEeKapCTBEHHOTD npenapaTa
(HaumeHoBaHME AEACTBYIOWLErO BelWwecTsa W ero
KOAMYECTBO, NePeYeHt BCNOMOTATENbHbIX BELWECTB),
HOMEP CepuW  (BKAIOHAIOWMIA  Mecal, W rof
NPOM3BOACTBA), ATy WCTEYeHMA CPOKa [OAHOCTH
(ropeH Ao: Mecay v rog), yCNoBuAa XxpaHeHun, cnocab
npumeHeHua: «[Aa NpuMema  BHYTPbY, YCNOBMA
OTNYCHA, HOMEpP PErMCTPALLMOHHATO YADCTOBEPEHWA,
JIOTOTMN  Npou3BoAUTENA, GApM-KOA, WTPUXOBOM
KOA, ABYMEPHbLIM LWTPMXOBOM KO4 € NOAHOW MAW
YaCTU4HOM pacwndposxoi uHdOpMaUKK,
COAEPHAWENCA B [BYMEPHOM WTPUXOBOM KOOE UNM
Ge3 Hero, «CMOTPM MHCTPYKUMIO NO MEAMLMHCKOMY
NPUMEHEHUIO (NUCTOK-BKNAAbIW)», «He nprumeHATs
No WCTEYEHMW CPOKa [OAHOCTM®, «XpPaHWTL B
HEAQCTYNHOM ANA AETEHM MECTEN,

[ONONHUTENBHO Ha HApPTOHHOW ynakoske (nauxe)
AyBAMPYETCA TOProBOE HaWMEHOBaHME W A03UPOBKA
€ Mcnonb3osaHuem wpudTa bpaina,

yKa3aHo Toprosoe HauMEHOBaHNE
NeKkapcTBeHHOro npenapate  (coBnagaer ¢
MERAYH2POAHBIM HeNaTeHTOBaHHBIM
HaWMeHOBaHWeM), NexapcTeeHHas Gopma,
[O3MPOBKA, HaMMEHOBAHME  AEpHKaTens
PErMCTPaLMOKHOTD YADCTOBEPEHUA "
HauMeHOoBaHKe NPOW3BOAMUTENA

NEKApPCTBEHHOMO Mpenapara, HOMEpP Cepui
(BrNrOMEIOWMIA MecAl W rog NpoOM3sOACTEE),
[laTa UCTEYEHWA CPOKA TOAHOCTH (MECAL, 1 rog).
Ha KapTOHHOW ynakoBsKke (nauke) yKkasaHo
TOProBOE  HAMMEHOBAHWE  NEeKapCTBeHHOrO
npanapata (coBnagaeT ¢ MEMAYyHapOAHbIM
HENaTeHTOBAHHBIM HaWMEROBaHUEM),
HaMMEHOBAHME AEpPMMaTeNA PEruCTPaLMOHHOMO
YAOCTOBEPEHUA " HaWMeEHOBaHWe
NPOW3IBOAUTENA NEK3PCTBEHHOMO NpPenapata,
anpec NpoOM3BOAUTENR NEKapCTBEHHOID
npenapata (ctpaHa, ofnactb, TrOPOACKOM
OKpYr), aApec AepHwaTens pPerucTpalMoOHHOM
YAOCTOBEPEHWA (CTPaHa), 3NEKTPOHHBIM aapec
W CaWT NPOM3BOLUTENA, NEKaPCTBEHHaA Gopma,
A031POBKA, KoNM4ecTBo TabneTok B yNakoske,
WHPOPMALMA O COCTaBE NEKapCTBEHHOro
npenapata (HaumeHoBaHWe  ASNACTBYIOWErO
BEWeCTBa M ero KONMYECTBo, NepeveHb
BCMOMOTaTENbHBIX BELWECTB), HOMEP Cepuu
(BKAOMAIOWMA MECAL, M rOg NpOW3BOACTBA),
JaTa WCTeYeHWR CPOKa rOAHOCTH (roaeH Aao:
MeCcAL, W roa), YCnosua xpaHeHus, cnocob
NPUMEHEHNA: «[NA NPUEME BHYTPbY, YCNOBHUA
OTnycKa, HOMEp PErucTPaLMOHHOMO
YAOCTOBEPEHMA,  NOTOTMN  NPOM3BOAWTENA,
bapm-KkoA, WTPUXOBOW  KOA,  ABYMEPHbIA
WTPUXOBOM KOA C YacTMMHOW pacwvdpoBKOiA
UHGOPMaLMK, COAePMKALLeHCA B ABYMEPHOM
WITPUXOBOM Kode, «CMOTPM MHCTPYKUMIO no
MEMLMHCROMY NPUMEHEHUIO (nucTok-
BKNAABIW)Y, «He NPUMEHATE NO WCTEHEHWH
CPOKa roaHoOCTM®, «XPaHWTb B HEAOCTYNHOM
ANA ASTEN MeCTER.

[onoAHUTENLHO HA  KAPTOHHOW  YNaKoOBKe
(nauxe) npogybanpoBaHbi Toprosoe
HaWMEHOBaHWe 7 AO3MPOBKA =
Mcnonb3osaKvem wpudra Gparaa.

CpoK rogHocTu

3ropa

lopex ao: 01/2027

XpaHeHue

B 3awmuieHHOM OT CBETa MECTE Npu Temneparype He Bbiwe 25 2C,

3aknoueHue: cooTsetcTeyeT/ He cooTtsercTayeT Tpebosanmam /1M-Ne(001425)-(Pr-RU)-171122
————{AEGOXOANMOE NOANEPKHYTL)

Oipopmnecuo: Benoea H.C.
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Jlwuemsna Ne 00176-JIC
GMP/EAEU/RU/01032-2023

Ha BBIITYCK CePUH JICKAPCTBEHHOTO TIperapaTa B pean3alo

Paspemenne

30.447(04)

No 262 o1 29 despans 2024 r.

Haumenosanue npenapata Bapdaprm
Meixynapomioe HenaTeHTOBAHHOE, WM IPYNITHPOBOYHOE, Bapdapus
HIIH XHMHYECKOE HAHMEHOBAHHE

Jlexapersennas opma TaGnerxu
Josuposka 2,5mr

Dopma BbIITycKa

TabneTki, 2,5 M (KOHTypHAS T4eikoBas ynakonka) 50 x 2
(TTavka KapTOHHAA)

Homep cepun 010224
Konmmgectso 69480 ynakosok
Jlata Hakana npou3BoACTBA 11.02.2024

Cpok rogHocTy / Nones a0

3 rona/ 01/2027

Hopmarushas AokymcHTalms

JITT-No(001425)-(PT-RU)- 171122

Cepri(Hkar kauecTsa cepun

262 or29.02.2024

HanMeHoBaHUE NPOM3BOAMTENS

000 «O301 Qapm»

AZpec MpoM3BONHTENS (BCe CTANMH NPOH3BOACTBA, B0
BBITY CKAIOIIHI KOHTPOL KauecTsa)

Camapckas o6, r. 0. TomsarTh, Tep. 033 11T, MarucTpaisb
3-a3n. 11, cp.l

PerucTpaimoHHoe YA0CTOBEPEHHE JITT-Ne(001425)-(PI"-RU)
Jata rocyzapcTeeruoi perucTpaimn 17112022
Hanmenosanue sepikarens perucTpainosHoro, yaoctosepenus| Q00 «Ozou»
Paspemenne neiicteurensuo 1o 01/2027

KommerTapun

Tpusenennas suiwe MHbOPMALMS ABNAETCS LOCTOBEPHOH M TOMIO, Ceprs nexapcisensoro npeuapata NpousBeleHn (BKMOHAA
YNaKoBKy (MAPKHPOBKY) M KOHTPO/Ib KaMECTBR) HA NPOMZBOICTECHHON IVIOUIAAKC B NOAHOM COOTBETCTBHH ¢ TpeGOBAHMAMH NIHLICH3HN,

Tpasiun naaremaleh npoMIBOACTACHHON NPAKTHKH, PErHCTPAMOBHOTO A0CK. 3AIHCH 0 NPOHIBOACTRY,

YTAKOBKE H KOHTPOJIO Ka4yecTsa

TTPOBCPCHEL, W YCTAHORICHO MX COOTBETCTRIC TpeGosanuam [Iparun Hannewauei TIPOHIBOACTBREHHOM MPAKTHKH.

[TPOAYKUHMA PASPEILEHA K PEAJTU3ALIMU:

YTOJIHOMOYCHHOS JTHIIO!

—

MOANKCEH ©HO
5 -
Kf’?' ,'..’,- i \
7 S e \
£ i S
é'«l‘ \ _‘?“'
i' \o i /
?"\. .,?e
"\ =~ Ny 51, g

o Her

<

(f l ~_/Baxenns Biagumup Auiexcanzposuy/ 29.02.2024 r.

Hata

Crpannma: 1 u3 1



((evgoNeuf vennuLadiernHdoLe) YumaooedyMmEONE A)
EHI204 ( Wdedp HOEQ,, QOO) ,Wdedh HOEQ),, CILIOHHIELILIELO § ) ~ /orHHOLdeN HYhED
R e oo e - HOHHIhHHEAI0 3 0B15IMOQ) *((A¥8oxenA oikHhHadau 1) NyumaodedHmaoNE £) 556 _,__.f:ncm.e :“MHNWM.LH{“_@N (7) orndALHON JMEONHIhE S
+TT010 Jwdeg HOEQ, 000 CTHLTHNAE- I STRT00)N-LILF 1904 *(, Wdey HOEQ), OOO) 1dE HORQ, OMLOHHIALOLELO d cxxw_,_::m.bc " ntuw.a wygoNEIL “1m (g PTOTTO6T
HOHHOhMHEd IO 3 ORLIIMO() *((Plf HogoLod) qraLHToaeHod]]) EHI20 HOHES e 20 IW g7 miLawrgel Hudeddeg
‘(wdeg HOEQ,, 0OQ) Wded HOEQ),, OIMLIOHHIELI12810 HoHHIhHHEAIO D 0R1I2MOQ)
1odogo —
LirH M1 dvn HioReneedy (arodinoxn gumosexd {uras) L &n.wnq»vam
ol BuHamadend ‘undad BEHIELHINANON seHEHIEWdOY vaLroscHod XEHITEL) 0 BHHIIIE)) enedi) IHHESOHIWHEH 2090.4d0 |, DUV
eier “‘dawopy dowopy AN ERLMiocerod]) 4 EHHIDIHE eLE]
‘suneennwad(y
PRy 1A S—
EMHIHYAX(X ! o d
& 1T WAV WYLICR A 1Y,
AdQOE r. ¥ .m :H Ve .._.z.‘.’J. 2 ovr ﬂﬁ_ b _f_ ail m__

“PTET
202 ¥0°TO BH OIMHEOLD0D OU 9107ad) XIaHHaglodexalr unnedst’ae noxoumddod 8 Lodogo umddHemked. 8 37088 o suHaTaE)»




