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FuapocTponvensi, o, BA; Camapcuar oba., r.o. Murynesck, r. Muryaescr , v, (vapocTpontensh, . 6A, c1p. 1: Cawap:xan
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NHUEHIMA MriHdcTepctaa NpomsineHHocIM 1 Toprosau PO N 00072-1C

CepTudurar kauecTsa cepun Ne 5749 ot 16.06.2021

)UIOPOI'IHPAM!‘IH, PAacTeOp ANA BHYTPUEEHHOIO U BHYTPHMbILIBYHOYO BBeaeHnA 20 mrfmn, amnyna 1 ma

TORO S0 HIWMAHORIMNE NERAZCTORHMONS T Sepm
PerucTpauvonnde yaoctosepenue JIN-004458

Homep cepum 050521
A3Ta HaYana NpoM3B0OACTEA 18.05.2021
Konuuecrao 76964 ynakoBok
AH3.3 BbINOAHEH NO HOPMATUEHOMY AOKYMEHTY NN-004458-120917, M3m.Nel
Merona kouTpons
HauwmeHpsanwe nowazarens PRIV/ILTAT KOHTPONR
HOPNMITUBHOR IRAYEHIE
Onutanue OprasonenTMyeckMi
Npa3pauHan E2CUBETHAA UM CARIKA ME/TOBATAA, Mpo3pavHar GecuseTHan MUAKCCTS €O CAa6kIM
HAK CNEIKE IENBHOBATAR MUAKOLTL €O CnaBeim XAPAKTEDHBIV 3MAX0OM,
XAPAKTEPHBIM JANAKOM.
NopnuHHoCTs

YAuTpadRONErossi CNERTP NOrOWEHWA
WCMLITYEMOTO PacTROP3, NPUIOTOBARHAOIO AN8 CoorsercToyer
KOAMYECTBEHHOO ONpenensHus, @ 06aactv 61250
00 350 HM 40NKEN UMETL M CHMYM NPU QAHHE
80AHB1 314 HaA (£ 2 M),

Icx

OCHOBHOR NATHE M3 XPOMaTOrpamme HENBITYEMOro
PACTBOPE, NPUIOYORAGHHOID ANA ONPLACHEHIWA CooTtBeTcrByeT
NOCTQRAHHMX NPUMECEN, NP NANGKEHKIO, Onpacke
M BE/MYAHE BOMMHO CODTBETCTROBATE QCHOBHOMY
NATHY Ha Xpomarorpamwe pacreopa CO
XNOPONHPEMKHE MAORCHIOPHAD.

T Xll|, XapakrepHan pEakuMA HA XAOpUas!
Obpasyeren Gansii TBOPOMMETIR DCaNoK.
HcnbTanKe pacTBOPHWMOCTH OBPAIOBaBILEOCS CoomsaTcrayer
0Caaxa xnopuaa cepedpa npoBosaaT notie
OTHUNLTPCELIBI AU W NPOMbIBAKMA OC3AKE BOATH,
KBK ANA CONEA OPraH UNECHHX OCHOBAHUNA,
Npo3paykocTs ' X1l, sH3vyansMbili

Mpenapar AoaxeH 6T NPOZPAUNBIM, Coorsercrayer
UgemHocme @ X1, gu3avancHpii
Npenapart goameh Gemp GecupeTvem uam <y
BLLACPKMBATL CPABHEHUE ¢ STAADHOM Yy WK GYy.
pH (9 Xill, noTeHYMOMETRHIECKUA

015,0807,0. 6,4
MexaHWIECKIE BRAYEHKA raXi HpIG

Buammeie 43CTiUbI: B COOTECTCTBMM © He ofHapy«xexo
TRaGoBaHHAMM,

He Bonee 9 amnyn C BRAICNEHAAMM,
CueTh TOMETDHYECHWA
Heauaumsie acruue:

2 10 MKy = Ha Bonze 6000 Ha amnyay; v B3
2 25 MKW — He Bonee 600 Ha amnyay. 4
POACTBEHHBIE NPHMECH TIcx ’
MioBan eAMHNYHAR npuMecs = He Gofee 0,5 %, <05%
Cymma npumeceil — we Gonee 2,0 X. 22,05
Wasnexaemelii obbem roxi
He menee 1,0 mn. ¥Ynaraskn HECABAYIOTCA \ 21,0 mn
WHAMBHUAYANLHO

Kenuuacrsernoe onpegenenne Yo-Cn METDHA

Conepwanre CysHywCIN: - HCl (xaoponupammHa
MOPOXA0PMAR) 8 1 Mma npenapara AoAKHO GuTs OT 19,5 wmrfmn
18,5 80215 mr.

CrepuneHocTs @ Xill, MemBpaHnan GUNbTPAUNA
MpEnapaT Ao/ BkiTe CTEPUARHBIM. CTEpHNEMO
BaxTepuansHele IMA0TOREMHBI e X

He Bonee 2,5 E3/mr xaopannoamm-a
rHAPOXAOPIHAR.

<2,5 E3/rar

QdoomncHo: HekeHeD no ceoTaduxanas Senoss HC. Cromimua: | Ha 2
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Ynakoexa

Mo 1 ma B8 amayael Gecupemoro HERTERANLH OO
CTRKAA € UBETHOA TOUNOR W Haceurol. Ha amnyaw
ADMDAHKTEALHO MOMET HAHOGHTLEA OAHO UBETHOE
HANbYO.

Ha 3M0YALI HAKNCUBIIOT CAMDKNBALLYIOCA STHRETRY,
Mo 5 amnyn nOMERAOT B KOKTYPRYID AueiKoBYIO
YAKOBRY K3 FIEHKH NOAHBKMRAXAGPHAMAH,

Mo 1 uaM 2 kowvypHme mueiincesie ynakoekw
BMBCTe € HHCTRYKUUEH N0 NPUMEHEHMIO TOMALLAIT
B KAPTOHHYIO YN3KOBKY (nauKy).

Mo 1 mn 8 amnyasi GecuyperHore WedTpaisHoro
CTRKNA € UBETHOW TOYKDH M HaceYKod.

Ha amnynax HAKNBEHS CAMOKNZAWARCA STHHETKA,

5 3MNYA NOMELIEHB! B XNOHTYPHYI R-EAKOEYO
YNAKOBKY M3 MAEKHH NOAHBHHWIACPHEHOIL

1 AvellkOB3A YNIKCBKA BMECTE C WHCTPYKUMER No
APHMENEHHO NOMELUEHE B KIPTUHHYIO YNaKOaKy
(nauy).

Mapuuposka

Ha  STuKeTME amAyAW  yr3IILIBAOT TOprosce
HIHMEHOBIHME  NEKIPCTBEHHOMD  npenapaTa,
KDHUSHTPaUMIO B mMr/mi, ofbhem AeWapCTBEHHOro
NPenapata B aMnyne B MA, NYTh BBEAGHUA: ¥E/B,
Bms, HaWMEHDBAHMKE NPoHIBOAMTRAR
MRK3PLTREMHOrO Npenapara, $¢apm-KOA, HOMEp
CEPMM (BIAIMAICWMA MeCAL # rog NpOH3EOACTRA),
A3TY WCTE4EHUA CPORA rOAHOCTW (MECAY, 1 rDA).

Ha raprownod  ynaxoske (nawke] ywaseimaior
TIProsoe HIUMRKOBAHKE NeKAPCTABHHOID
npenapara  (coBNRAIET ¢ MEHAYHIPAAHBIM
HENATEHTOBAHHL!M HIMMEHOBANMEM),
HIUMEHOBEHHE ARPHETENR  PErMCTPALMOHHOID
YADCTOBEPEHHA M HIUMEHDBIHWE NPOM3IEOAMTENR
AEHADLTREHHONS NPENAPATa, AApac NPOMIBOAUTRAR
JEKEDCTEEHHOrO npenapate  {CTpaxa, obnacm,
ropaal, AMEKTPOHNBIR aapec " caiir

| NPAOMBBOAWTRAR, 3ApEC AEPHATENA

PEMCTDAUHOHHOID  YAOCTOBEPEHMA  (CTpaHa),
AEHAPCTBEHMYO GOPMY, KOMUEHTRAUMIO B MI/Mn,
oftem NpenapaTa B IMMYAE B MA, KOAMNECTBO
aMmyn B YRAHODKe, WHHOPMALMIO O cocrame
FEKAPCTEEHHOID  Npenapara (HauMeEHOBaWKe
ACHCTBYOWEND BEWECTEA W BrO  KOAMHECTBO,
NepeqeHe BCIOMOIATR/BHBIX  BAWECTR), Nomap

CEPUH (BRAKHAIOUMA MECAL, W fO4 NPOAIBOACTBA), |

AATY WCTEMEHMA CPOKAE MMANOCTH (TOJEH A0: MECRL
W r0A), YCAOBUA XPAHEHKA, YCAOBHA QTNYCHE, HOMED
PEMMCTP3UNOKHOrD  YAOCTOBEPEHMA,  AONOTHN
NPONIBCAMTENR WUNW NOroTvN 3aKazumxa, $apm-
HOA, WTPHXOBOH KOA, ABYMEPHBIR WTPHAOBDA KOZ ¢
noaxol  wnM vacTHyHo# pacwHdpossol
WHPOPMALMMW, COSEPMBLIBACA & ABYMEpHOM
WYPHXOBOM Koge MK Ge3 HEro,
NPEAYNPEAMTENLHBIE  HAANMEM:  «CTepMAbHOS,
sCHMOTPH  MHCTRYHIMIO NO NPUWMEHEHHIO [AWCTOK-
BKA3ABIW)¥, M0 WCTENEHMM CPOKA FOAHOTTH He
ADNHHO NPUMEHRTLES®, SXPIHHTE B HEAOCTYNHOM
AN AETER MecTes,

AONQNHMTENRHO HA HapTOWWOH ynakosxe (nayke)
AYSAMDYETCR  TOPIrOBOE  H3WMEHOBAHME W
AOINPOBHA € MCNOAL30BIHWEM LipHdTa Bpaking,

Ha Imwerke amnynb  YK33aHO:  Toprosoe
HAUMEHOBANME  NEKIPCTORHHOTO  npenapara,
KOHUSNTPAUMK & Mrfmn, 06bem NakapcTeesMore
NPENEPETE B JMNyAS 8 M, NYTs BBRAGHMA: ¥6/B,
8fme, HAHMEHOBBNWE NpOV3A0AHTENA
ARKIDCTBEHHOMD  npenapata, dapm-Wog, HOMep
cepun (BrnioMaoWMA MECAY M roa Npom3togersa),
LATE UCTEUEHHA CPOKA FOAHOCTH [MECAL, M [OA).

Ha KagronHoR yrakoske (naune) ykasano: Toprosoe
HAUMEHOBAHME NEKAPCTIBEHHOMS npenapaTa
{cOBN3AART © MEMAYHIPOAHLIM HENATEHTOBAHHAIM
NAVUMEHOBEHWEM), HEMMEHDBIHWE  NEpMaTens
PErHCTPALHOHHOMD YAOCTDA2 PEHUA H
HAMMEHOBAHUR NPOWIBOOMTENR NEKAPCTBENHOIG
NPENaPaTa, A4PeC NPOHIBOAHTRAR AGKIPCTBEHHOTO
npenapata [cTpana, ofaacts, ropoa), snexTponkeil
BAPEC U CEUT NMPOWIBOAMTANA, AADAC AEPMETENA
PErUCTPAUMONKOrO YAQCTOREDEHHA {¢Tpaua),
AEHIPCTEEHHAR GOPMA, KOHUGKTPALUMA B Mriwn,
ofbem NPenapara B amiyne B M, KOAWMECTEO
amnyn 8  ynawoexe, MHGOPMaLHA O COoCTEse
NBKAPCTERHHOrD  Npenapara  (HaumeHoBanne
ASACTHYIOWETO BEUWECTBA W ero  MDMWYEeCTsQ,
NEPRYBHD BCMOMOrATeABHBIX BALLECT), HOMEp
CEPUM (BHNOMIUR MECAL, U FOA NPOHIBOACTBE],
AST2 MCTEMEHKHA CPOKA FDAHOCTH (roaeH A0 mecay,
M IQR), YCNOBHR XDEHENHA, yCACEKA OTIYCKE, HOMEPD
PerMCTP2UMOHHONO  YAOCTCEEPEHMR,  NOroTMN
NPOM3IBOAMTENA, apM-k0a, wrpKxoedd  Kag,
ABYMEPHBIA  wTpWxoBol K04 ¢ YacTuHONR
PACWHPPOEKCH WHPOPMBUMW, cogepmalietica B
ABYMEDHOM WTPHKOE0M KaAae,
npeaynNpeanTensHeple  Haanuen:  «Crepmabkor,
«CMOTPH HHCTPYRUMIO NO NPUMBHEHHID (AWCTOK-
BMBAbIW) 8, <MD WCTEUEMMKM CPOKE MOAHOCTH Me
AQAKHKHO NPUMBHATLCAD, «XDIHWTL B HEADCTYNKOM
AN pateld mecTes.

JONCAHNTEABHO KA HAPTCHMOA ynaxoske (nasxe)
NPoaYGAHEORIH  TOPIOGOE  HAMMEHOSIHWE W
AOIMPODKS € HENONLIOBAH HEM WPKdTa bpakaa.

Cpox roaHocTi

iropa

loaeH A0: 04,2024

XpaKeHHe

Mp2 Tevneparype He abiwe 25 BC, Ha 3aMOpaHBaTh.

3awnouenmne: COOTBETCTBYET/HE COOTBRTCTRYET TpeboBarMAM AN-004458-120917, Wam.Nel
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