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Juuenszna Ne:

Jakmwuenue 0
cooreeTeTBin GMP No:

GMP-0034-000344/19,
e = GMP-0034-000345/19
Ne MAOO720 ot KonuuecTso 8 cepun 2969 ynakoBok

20.08.2020r. bm:
Koauuecrso (yn): + 2715 ynakoBKkH
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KomMmentapun:
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. CeprA/MApTHA npoaykra Gbina rnpou3sencHa (BKUOUAR YNaKOBKY (MBPKHPOBKY) H KOHTPOIbL K44ecTBa) Ha
| BhllueykaiaHHOH NPOH3ROACTBEHHOM Wowanke(kax) B MOAHOM CooTBeTCTBUH ¢ Tpebopanuamyu [lpasun nantexaed |
npoxasoncTBeHHOA mnpaxrikd  (GMP), a Takke B COOTRETCTBHH  CNCUMPHKALHAMH, CONEPWALIHMHCA B

| PErHCTPALMOHHOM [OCHE CTPaHhl BITYCKA Ha fEKAPCTBEHHBIH mpenapat. 3alMcH N0 NPOHIBOACTBY, YNAKOHKE H

| KOHTPOJIO ~KAYECTRA (POBEPEHBI H YCTRHOBMEHO MX COOTBETCTBHE rpcﬁoaaumm [Tpasun  Hannexamed

. POH3IBOACTBEHHOH MPaKTHKH.

YnonnoMouensoe

[Npnka3s 06 arrecraunu

BHO

Jara

JHuo: . Tlpuxas Munsopasa Poccun ‘ Cwemmoa A.B, _‘\/)! asrycya 2020 r.
L | ot «10» despans 2016 r. Ne 85
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AKHHOHEPHOE OBIECTBO «TEHEPHY M»
601125, Bnaaumupckas o6n., [erymnnckuii p-H,
noc. Bonbrikexuf, yi. Sasojckas, ¢1p. 273
tea/. (49243) 72-5-20, 72-5-14

Hamvenoranwue no H/1:

Homep cepun:
JlaTa BBIMTyCKa:
CpoOK roIHOCTH J10:
Konnuecrso:

AHANH3 BBINOAHEH 1o H/I;

[TACHOPT M MA00720

Danzapun®, KOHUEHTPAT 118 NPHIOTOBICHUS PACTBOPA 178 HHbYIUii

10,0 Mr/ma

MA00720

07.2020

01.2023

2969 ynakosok

JHT-005395-110319, Mam. Ne | ot 15.01.20

Howmep PV: JITT-005395
Hanmeuonaﬁi{e TpeBonamis HJl Pes).t]x,zu:u
nokasareaei AHATHIOB
1 2 3
Omicanne Busyaabubril. [po3paunas Gecusetnas i
[Mpospaunas OeclBeTHAR KUIAKOCTD HAIKOCTH i
[MomxmunocTs 1. B3XX obpawenno-ghasosas. [lenmucroe xapmuposanue,
(oxynu3ymal) Xpovarorpaduseckue TPOGHIN TPUIITHYECKHX THAPOIHIATOR
HCORITYEMOI'Q PaCTBOPE H PACTBOPA CTaHIapTHOro obpaiua CooreeTctyer
3KymyMaba JO/KHLL COBNAAAT
2. Hsosnekmpuueckoe horycuposanue.
H3ooaexTpuueckie TOUKH OCHOBHLIX M30GOPM IKYIH3YMala !
AODKHBI HEXOAWTHCE B aHTepmane pl ot 5,45 a0 6.55. CooTBeTCTRYCT 5
QcHOBHBIC T1010CH 1a HIOINEKTPOQOPErPAMMAX KOHLEHTPATE
H CTEHIAPTHOTO obpasua skymsymaba nosmkue coBnagaTs no
NOABHACHOCTH M KOJTHUCCTBY
K Hymynodepsmenmuon aHaz o pasdery
« Creyuusecskas akmusHocns s ). CoorteTcrnyer
Jomxen npospIsTE CHeHHEYCCKYIO EKTHBHOCTL B IPeAeiax
YCTAHOBIEHHLIX HOPM
Mpo3spaunocts I'®d Pd, susyaiembii. T
Joaxen GbITE IPOIPaYHBIM POARAHINR
LretnoCcTs 1 f @ P, suzvan ML Beciner sl
i Hdomxen 6rih Hecunerusiv |
pH | ,F—C:»' f’:?') PO H 1O M e CRUT 6.9 |
Ot 6,8 10 7,2 j
Yucrora L. Onexmpoghapes 6 nouakpuramudrom cene (IIAAL) & ‘
BOCCHAHABTUEMION(UY 1 HEBOCCMANKABIUBAIOWUY VCIOEURY €
okpawusanues pacmeopom Kymaccu,
Bocemanasaueaioujue yearogua. CyMMapHas HHTEHCHBHOCT
MOJ0C THKEABIX H JCTKHX LUENel 0AHA COCTARNATL He MeHee
98,5 % o1 o0uweldl WHTEHCHBHOCTH BCEX  [OJA0C  Ha 99.5 %
anexkTpodoperpaMme KOHUEHTpATA,
Heeseommineiueaicue FOAOEUA, ILHICHCHBIUCTD OCHOBH U
NOJOCK ACMKHA COCTABIATL He MeHee 90% ot ofwed 97.8 %

MHTCHCMBHOCTH  BCEX  TONOC  HA  3JeKTpodoperpamue
KOHUEHTpaTa. MHTEeHCHBHOCTE n070CH, COOTBETCTBYIOMIECH
arperaTaM MOICKY!l, He JOKHA NperhimaTs 2 04,
HHTEHCHBHOCTE 110:10C Ne 1 4 No 2, pacnonomkeHHBIX Hue
OCHOBHOM TI010CH!, HE JI0/DKHA MPeBbiath 9 % u

5 %, COOTBETCTBCHHO.

2. BOKX, cenb-ghunempayuonnas.

2.1, Ocnosnoe eewecmeo.

He menee 98,0 %

2.2, Aepecamui u ghpacmermur mosexvL.

He 6onee 2,0 %, cymmapuo

He ofuapymeno

0.2 %

~ 0
3 ”.’{.

09.5 %

0.5 %

Ne OKK-H-01-@-2003-04
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Cnemndipyecrasn

JomkeH ObITh CTEPHILHEIM

| 2 3
M3Bnexaembiii ofbem Ir'e Po.
31,3 mn
) He MeHee HOMHUHAJIBHOTO
OcMOATBHOCTS I P, kpuockonuyeckuil. b
o A 300 MOcM/kr
o Or 270 no 330 mOcwm/kr
Mexanuueckue i
BKJTIOYEH S
Buanmbie I'd PO, guzyaishbin.
MexXaHHyecKHe Honacen epidepacusams mpebosarusa Brracpsusaet tpebopanms
BKJIIOYEHMUS
Hesuanumsie
MeXaHHyecKHe ' PO, cuemno-ghomosiempuveciuti,
BIJTHOUEHHS Cpennee KOMHYECTBO YACTHI PA3MEPOM
> 10 mxM — He 6onee 6000/dgnaxon 6/¢makon
> 25 MKM — He Boaee 600/daaxon 0/tnaxon
AKTCPHAIbHbBIE D PP, cerv-mpomb meem, yemod B. - .
By N I P Menee 0,03 ED/mr rEclz
3HAOTOKCHHEI He Gonee 0,2 ED/Mr skynu3ymaba
AHoManbLHas I'D P, 6uorozuseckuir. i«
Hertokcuunnii
TOKCHYHOCTh Homken GbITh HETOKCHYHBIM
CrepuibHoCTh I'D PD, memod npamoco nocesa,

Crepuiabumii

HP A Caazviganue aumucena C5.

1064547 EC/mr rEclz

AKTHBHOC T b O1 700 000 10 1 300 000 EC/™mr rEclz
Kosmyecrpentoe

OTIPEAETEHHC

1. benox Cnexmpogomomempuyeciui.

O1 9,0 no 11,0 mr/mn 9,5 Mr/mn
2. [Mozmcopbat RO Cnexmpogomomempunecxuil.
Ot 0,11 10 0,33 mr/ma 0.17 mr/ma
Ynakoska IMo 30 Ma xouuewtpata B cTekIsmusie  duakonnt 1! Tlo 30 Mn  xoHuewrpara g
THAPOJIMTHYECKOTO  KIlacca,  YKYIOPeHHbic  npobKaMH | CTCKIAHHBIE h:1akoHBI i
PE3MHOBBIMH, ¢  OOKATKOH  KOANAUKaMH  aiOMHHHEBO- | THAPOJAMTHYCCKOIO Kiacoa,
[ITACTHKOBBIMH C KOHTPOIIEM TIEPROTO BCKPLITHS VKVIIOPCHHbBIC npobkamu
Ha Gok0BYI0 NMOBEPXHOCTL KONMAUKOBR HAHOCHT HOMCD CCPHM | PE3MHOBBIMM, ¢ oOKaTkoit
«@HIPO». KOImauKaMu ATHOMHMHHERO-
Ha xamapiii $aakoH ¢ KOHLEHTPATOM HAKISHBAINT 2T | ITACTHKOBBIMA € KOHTpONeM
CaMOKIEAUIYIOCH, | TIePBOTO BCKPBITHA.
I $nakod © KOHUEHTPATOM BMmecTe uncTpysumeli no | Ha GOKOBYK) — MOREPXHOCTEH
MEIHUMHCKOMY NPMMCHCHHIO — B HAYKC M3 KapTOHA& 177 | KOJMA4yKOB  HAHECEH  Homep
noTPeOHTEeMLCKOMN Taphl. CEPHHU «AHTPOY.
[ns KOHTPO/A NEPBOTO BCKPHITHS KNanans: navky duxenpyior | Ha Kax bl tnakon ¢
CAMOKNEAIHMHCH ITHKE TKAMH. KOHLIEHTPATOM HaKJIeeHa
Vnaxoska ¢akoHOB «aHrpo»: oT 50 g0 350 $1akoHOB — B | 3THKETKA CAMOKIEAILIARCS.
MapKMpOBAHHBIC [UIACTHKOBRIE KopoOa #3 npomiiesa ¢ | 1 GiakoH ¢ KOHUEHTPAaTOM ;
KpbiLiKaMH HIH 0T 10 10 102 GrakoHoB — B MapKHpOBaHHBIC | BMECTE ¢  MHCTPYKUMEH o |
KBCCeThl M3 HEPKABEIOILICH CTAMN. MEJMLHHCKOMY TPHMEHCHHK) ~
B mavke 1 geprous  one
noTpeGHTEIbCKOR Taph!.
Hns KOHTpOAsS NepBoro
BCKPBITHA  KJalaHbl  [ayku
3ahHKCHPOBAHBI
CAMOKJICALIMMMCS ITHKETKAMIA.
Mapxupoeka Ha  srukeTke  ¢nakosa  yrasmsaiwoT  nauMerosanue | Ha oTuxerke (uaxona vkasaHo |
| IPCANPHATHA  NPOMIBOIMTENS. TOPrOBOC  HAMMCHOBAHHES | HEHMCHOBAHME  TIPEANPHETHS
NpenapaTa ¢ MApkHpOBKOH  «R» i MOKIYHAPOIHOE | NPOMIBOINTEIS. TOProBoe |
HEMATCHTOBAHHOC HAHMECHOBAKHE, EKaPCTBCHHYIO (OPMY, | HAHMCHOBAHME — npenapata ¢ |
AO3HPOBKY B MI/MI. 06bCM BO hiaxone B M. wadnucu: «He | Mapkuposkoit «By il
BCTPAXHBATE!». «CTEPUALHON. YCIOBMH XPAHCHHA! HOMEP | MEKIYHAPOIHOE
cepuu (Cepus), naty BeInycka, cpok roasocts (osen 10). HEMATCHTOBAHHOC
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Ha navyke VKa3blBaroT HAHUMCHOBAHHEC Blajenbla
PErHCTPALIMOHHOTO YA0CTOBEPEHHA, HAMMCHOBAHUC npeanpu-
ATUA [IPOH3BOAMTENS (npou.';godcmﬁo Z0MOBOU

JIt.’iv.‘d])C”Lﬁ(?HHO& (f)OpMé;l’. VIIGKGBRA W 86INYVC f».»:l"}ibll‘h‘ KOHmMPOIL
kawecmea), ero aapec, Teaedonst; norotin (anz AO «'EHE-

PUYM») wiIH HAUMEHOBAHHE NPCANPHATHA-TIPOHIBOANTENA
roToBoit  AeKkapcTBeHHON  opmii, ©ro  ampec, Tedehombi,
JIOFOTHIT ¥ HAHMEHOBAHHE NPEANPHATHA, OCYIECTBISKOLLEND
BTOPHUHYIO YTIAKOBKY M BbLIYCKAHOUIMH KOHTPOIL KauecTsa,
ero agpec H tenedoun (aas OOO«lenepuym-Hexcrn);
TOProOBOC HAMMEHOBAHHE MpENapata ¢ MapxupoBkod «B» u
MEKIYHapOAHOE HeMaTeHTOBAHHOE HauMEeHOBAHHE,
AeKapeTBEHHYO (OpMY, crocol NpuMeHeHHa HHDY3IHOHHOTO
pacteopz (IyTh BBEICHMA), NO3MPOBKY B MI/mi, ofbeM Bo
(u1akoHe B MJI, KaUeCTBEHHAIH COCTaB | MJI KOHUEHTpaTa ¢
YKa3aHHEeM KONHYECTBa ACHCTBYIOWIErO BELIEC Ba, HANMTHCH:
«Ilonyuen pexomOuuanTHBIM  cliocobomn,  «CIepUIbHOR,
«XpauutL, B HepocTynHoM  uis  geteil  mecten,  «He
BCTPAXHBATL Y, «Cnocob BBEJEHHS ONMCAH B HHCTPYKUAH 1O
ME/MIHHCKOMY PUMEHEHHIO TIPENapaTay, YCI0B1s XPaHeHHA,
YCA0BHA OTIYCKA, HOMCP PETHCTPELMOHHOIO YAUCTBCPCHHA,
WITPHUXOBOH KOA.

Ha GoxoByio rpasb nauku HanocaT nanmmci: «Cepuan, «lata
peinmyeka»,  «lopes 0w, «GOTINS  (raobaabsbi
HAeHTHOUKAUHOHHBI HoMep) # «8/Ny (MHIMBMAYAILHBIA
CCPHMHBIA HOMEp TOProBOH CAVMHMILI), & Ha BCPXHMR KIanan
NaukH METOJAOM MedaTH — MX 3HAYEHHs, MECT2 HAHeCceHHs
KOTOpBIX 0603HaUEeHB! CTPEs0uKamMHK. JlONVCKAeTCH HAHECeHHE
cpeicTBa MAEHTAQHKALIMH H BHAC ABYMCPHOIC INTPHXOBOTO
KOa.

Ha 2THKeTKe «aHIpo» YEa3bIBAKIT HGMMEHOBAHHE BAAJEILLA
PEruCTPALHOHHOTO YAOCTOBEPEHHS, HaMMEHOBAHWE
npeanpHATHA-TIPOUIBOIHTENS FOTOBOH 1eKAPCTBEHHOH
dopM. ero anpec, Tenedoubl. TOPrOBOE HauMeHOBaHHe
npenapara ¢ MAapKMpPOBKOH  «ln B MEWIAYHApOIHOE
HENATEHTOBAHHOE HAHMEHOBARHE MPEIAPAT:, IKAPCTBCHHYIO
hopMy, 103MPOBKY B MI/Mi, 00beM BO uiakOHe B M,
KOmM4ecTBO (JNAKOHOB; HaAmuek: «CTePUiLiCey, yCIOBHA
XpaHcHHA H '"p.l!iCﬂOp‘"l{pLBﬁ i, HOMCD peritc PALHOHHOrO
VIOCTOBEPEHHS, HOMep cepuu {Cepis). JaTV sulVeKa. (PpOK
roanoctH (Fogen no).

HAUMEHOBAHHE, JIeKapCTBEHHas
dopma, 103HPOBKA B Mr/wd,
obveM BO  QIAKOHE B M.
nadnucw: «He Berpaxusare !y
«CTepHabHON», VCITOBMS
XpaHeHHs . HOMEp cepHi
(Cepufl), 1aTa BBIMYCKA, CPOK
roanocty (loaeu no).
Ha nauxe
HAUMEHOBAHME
PerucTpalMoHHOro
YAOCTOBEPEHMA, HAMMEHOBAHHE
TPECATPUATHS  [TPOH3BOINTENS,
ero anpec, T/d; norotan.
TOProBoe HAHMEHOBAHHE
Npenapara ¢ MapKHpoRKOH «By»
H MEXIYHApOaHoe
HENAaTCHTOBAHHOE
HaUMEHOBaNNe, NeKapcTBeHHAR
dopma, cnocob  npHMeHeHus
HH(Y3NOHAOTO PacTBOpa (myTh
BECACHUS ), JO3UPORKA B MIT ML,
obbem
KAa4eCTBEHHBIA  coctap | M
KOHUEHTPATa ¢ VKajlaHiem
KOMYeCcTBRA AEHCTBYIOWIETD
BeltccTha; nadnucu: «[logy4en
PEKOMOHMHAHTHBIM  CIOCOOOMY,

VKA32HO
BIA/IEIIA

«CTepHabHO»,  «XpaHuTL B
HEJOCTVITHOM a8 nerei
mecten, «He Berpaxmsats!y,

«Criocob BBECACHHWA OIKCAH B
HHCTPYKLUHH 110 MEIHUHHCKOMY

MPHMEHEHHIO npenaparan,
VCIOBHA  XPAHCHHMS,  VCIOBHA
OTIyCKa, HOMED

PErHCTPALHOHHOIO

YIAOCTBEPCHMS, IUTPHXOBOA KO.L.
Ha Ookosyi rpaib  natuki
HaHeceHn Haumuenm: «Cepiay,
«Jlata puinvekar, «[oaen a0»,

«GTIN» (rnodanbibii
HAEHTHGHUKALHMOHHBIA HOMED) H
«S/N» (MHAXBMAYAILHBIT
cepuitHbii  HOMep  TOproBoi

CAMHMIIbL), & HA BEPXHUIA Klanax
Mavyky METCAOM [I€HATH — HX

JHAMEHHA, MECTZ HAHECCHMA
KOTOPBIX OB03HAYEHL!
CTPENOUKAMH. Ha neyKy
HaHCCCH ABYMEPHbIH

LITPHXOBOMA KO

BO  Quaxkose B oM |

Cpok roaHocTy

2 rona 6 Mec.

10 31.01.2023

Apanenue: B 3a1LHIIEHHOM OT CBETA MECTE, TIPH TeMnepaType oT 2 10 & “C. He saMopaxunsaTh.

Tpancnopmuposanue: B 3amunieHHOM OT CBETA MECTE, B COOTBETCTRHH C. Tﬁeﬁesanuxuﬂ I'OCT 17768-90, B ycnosusx

AXONOJOBOH LCIIHY, OpH TCMIICpaType ot 2 g0 ¥ “C. He 3aMOpaAHBaTb T ke -‘

3akarouenne: dnuiapus’ . KOHUEHTPAT A8 NPUTOTORICHMS pdtTﬁUpﬂ s
coorsercreyet Tpebosanusam JIIT-005395-110319, Ham. Ne 1 ot 15 2N "’()

3amM. HavaasHuka OKK AQ «'EHEPUYM»

Ne OKK-H-01-®-2003-04

Macnopr Ne MAOGT20 ot 20082020
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