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PA3PEIIEHHUE HA BBIITYCK
JIEKAPCTBEHHOTI'O CPEJCTBA B OFPAIIIEHHE

Ne 1621/21

Toprosoe HaHMEHOBAHKE JIEKAPCTBEHHO-
ro CpeacTsa, JeKkapcTBeHHast popma, mo-
3HpOBK4, dhopMa BLITYCKA

Hampua muocynsgham, pacmeop ons enympusennozo esedenus |
300 m/mn 10 mn, amnynst (5), ynaxosxu konmypiisie aveiixo-
gbte (2), nauku xapmoursle

Mezaynapoanoe HenaTeHTOBAHIIOE
HaHMeHOBaHHAe (rPYNNHPOBOYHOE HIAH
XHMHYEcKoe)

Hampus muocynspam

Homep cepun 150421
O06neM cepun 12180 yn.
Jlata nponsBogcrea 04.2021
Cpox roaHocTu Toden 0o 04,2024

Homep perncTpannoHHOro ynocrosepe-
HHSA H 18T PerucTpauHy

JIIT-004638 om 17.01.2018

Haumenonanue n afpec gep:katens (Bjia-
AeJabUa) perucTpalHOHHOTO0 YROCTOBEpe-
HHA

Omkpeimoe axyuonepHoe obujecmso
«JAJIBXHM®PAPM» (OAC «JATEXHM®APM)),
Poccus, 680001, Xabapoeckuii kpail, 2. Xabaposck,
yn. Tawxenmexan, 22

Homep HOpMATHEHOM JOKYMEHTAIHH

JII-004638-170118,
usm. Ne |

ITpousBeneno,
ajJpec NPOH3BOACTBEHHOH NIOMATKH

Omxpraimoe axyuoneproe obwecmao
«dAJIBXHM®PAPM» (OAO «JASTBXHM®PAPM>),
680001, Xabaposckuii xkpatl, 2. Xabaposck,
yn. Tawkenmekasn, 22

‘¥Ynakogawuo,
ajipec NpON3BOACTBEHHOH MIOIMAIKH

Omxpuimoe axyuoneproe obujecmso
«TATIEXHMPAPMy (OAO « JATTBXHM®DAPM»),
680001, Xabaposckuii kpat, 2. Xabaposck,
wn. Tawuxenmexas, 22

Beimyckalomuii KOHTpoJIL Ka9ecTBa,
ajpec NpOM3IBOACTBEHHOM MIomagKu

Omxpuimoe akyuoneproe obuyecmeo
«JAJIBXHM®DAPM» (OAO « JATBXUMBAPM)),
680001, Xabapoackuii kpai, 2. Xabaposck,
wn. Tawxenmexasn, 22

Homep nacnopra, AaTa BhIAa9H

Me 15/1511-21 om 20.05.2021

JInmen3us Ha ocyImecTB/eHNe TPOU3BO/-
CTBA JIEKAPCTBEHHBIX CPECTB

Ne 00077-71C om 19 cenmabps 2019 200a

Cepruduxarsl

cepmugbuxamer coomaemcmeun cuc MeH 0 Kavecmea
8 CHCTEME CEPTHOHKALIHH PYCCKOIO PETHCTPA

MNe 19.2176.026, 19.2176.026/1, cpok deiicmsus o 15.11.2022 2.;
cepmughuxam coomeememeus 6 Cucmeme 006posonsioii cepmugbu-
kayuu cucmem menedxemenma «CEPT-OCM» AO « BHUHC»

M OCM RU.04-C 21-160, cpok deiicmeus 0o 29.05.2022 &,

Hacroaumm s noaTBepx/aio, YTO NPHBEICHHAd BEIIe HHQOPMALIUA ABIAETCA JOCTOBEPHOH K TOYHOH,
Hannan cepun nponssenena u ynakoeana sa OAO «JTAJIbXUM®APM» H Ha OCHOBAHHH TOTO, HTO:
* cepus Npou3Be/ieHa B COOTBETCTBHH C AelicTByiomumy [IpaBinamy Hapnexameii npoM3BOACTBEH-
HOM MPAKTHKH, JMLEH3UEH HA NPOM3BOMICTBO JIEKAPCTBEHHBIX CPEACTB M TPeGOBAHHAMM KOHTPONA

Ka4eCTBa JICKADCTBEHHEIX CPElICTE;

* CepHA oTBeuaeT TpeHOBAHMAM PerHCTPALIMOHHOTO JOCKE;
* JIOKYMEeHTaLlis [0 NaHHOH Cepuu MpOLIa MPOBEPKY HA MOJHOTY M JOCTOBEPHOCTH M Ghina yTBEp-
JKOeHa JTHIAMH, OTBETCTBEHHEIMH 3a TMPOH3BOACTBO H KOHTpPOJIB Ka4eCTBa
paspewiena K sbinycKy Ha meppumopuu Poccuiickoii @edepayuu

He6rinonckas T.B.

20.05.2021
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0AO «JAJIBXHM®APM»

Haumenosanne npenapara no HI{

Homep cepnu (mapTHH)

T'onen 1o

Konuuectso mpoAyKuHH B CepHH

(kr, WT, B T4.)
JaTa npon3BojcTBa

AHaAH3 BbINOJIHEH N0

IMACIHOPT Ne_15/1511-21_

O6mee xomwiecTno crpasm 2

crpannua |

Hatpusi THOCYJIB(AT pacrsop

A BHyTpHBeHHoro BBeaeHHs 300 mr/ma - 10 ma Nel(

150421

0424

12 180 yn.

0421

JITI-004638 -170118, mam.Nel; Td XIV

(manmenosanne u Romep HI

KauecTBo npenapara rapaHTHPOBAHO B TEHEHHE CPOKA NOAHOCTH NpH cobmoAeHHH yCIOBHi XpaHeHHS
B COOTBETCTBHH C MpeANHCAHHEM B HepacKphITOH OpHrHHANBHOM yrakoBke,

N HaumenoBauue H/I na meTonsl PeayabTaThi
n/n nokasareneh FpaRonattn Iy HenbITaHuik HCNBITAHHH
Ipo3paunan GecuseTHan JIT1-004638-170118 Ipo3paunas
1. | Onucanne HRAKOCTD GecupeTHAN KHAKOCTH
JI-004638-170118
2, | MopanHHOCTL Kauecrsennnie peakuns (4) re X, MoaTeepRaeHBl
0®C.1.2.2.0001.15
r'e XIIl,
3. | Tlpoapaunoeth Honxer GbITh npo3pauHbIM O®C.1.2.1.0007.15 TMpoapaussiit
JIOJDKeH BLINEPARHBATE o XIII,
A. | TinwORIE cpaBHeHHe ¢ 3TaJoHoM By 0®C.1.2,1.0006.15 Menee sr.By
re Xiil,
5 |pH 7,0 -84 0®C.1.2.1.0004.15 7,68

NOTEHLHOMETPHYECKH

JokeH BLIAEDXKHBATD

6. | Llenounocts HembrTanme JIN-004638-170118 Buigepxupaer
Poacreennsie npumec | He N0/DKHO NOABIATECA HH-
7. | =cyanduabt 0/IETOBOE OKPALLIHBAHHE JITI-004638-170118 Oreyrenyer
= cynsduThI ¥ cynbda-
T:‘y He 6Gonee 0,1% Menee 0,1%
KonnyecTeennoe
8. onpexefenne 291 - 309 mMr/ma JITI-004638-170118 298 mMr/mn
Jo/xeH BEUIEPKABATL o X1V, CrepuibHbIH
e e i HenbITAHNE 0®C.1.2.4.0003.15 | au.e
BaxkTepuanbHuie re Xy, Menee ¢ E3/mr
10. | smnoroxenns He Gomen 0,023 -0l ODC.12.4,0006.15 | ane
ro Xii,
11. | H3pnexaembift 06bEm He menee 10,0 ma O®C.1.4.2.0003.15 10,0 ma
XHMHK-2HATHTHE Kyarrusa %-
(damunna) (noanuce) (aaTa)
HauanpbHHK MHKpoGHog0- Cycuxona %’ 4&@ 25 a01r
ru4eckoii 1abopaTopun (damunns) (Wﬁ) (aata)




empansua 2

M | Hanmenoranne HI Ha meToabt
| n/n | noxasareneit TpeGoranua HIY iy Pe3ynuTaTh! HenbITaHui
12. | Buaumsie mexa- | He Gonee 9 u3 315 wryk amoyn wm
HHYeCKHE He Sosree 23 u1 630 nrryx amnya T'o Xii, 27315
e 00C.1.4.2.0005.15
HeBuaumbie me- ro Xiii,
Yacrnu 2 10 mxm - 11e Gosree 6000/amn. £27/amn
XAHHYECKHE 0®9C.1.4.2.0006.15
iitGehm YaeTHu 2 25 mxm - ne Gonee 600/amn, 7/amn
13. VYnakosxka Mo 10 ma unnyau-u;:ln B nelitprasnoro Mo 10 ma B8 amnyasl Tan  LUI
eTexna win  thn LN welrpansuore % HeHTPRILHOTG eTeRAA € TouKoH Hamno-
erernn. ITo § aMnyn B KOHTYpHY™O mueh- JIN-004633-170118 ma, [To § amnyn a xonTypHolt suelko-
KOBYIO YNAKOBKY. sol ynaxoexe.
Mo 2 xonTypusie suelixoBie YMAKOBRKH Mo 2 xouTypubie A4edKOBLIE yTaKOBKN
BMECTE ¢ HHCTPYKUHEHA Mo NpAMEHEHHIO B BMECTE ¢ HHCTPYKUHEN No NPHMEHEHHIO
HOMOM AN BCKPLITHA AMOYA AN CKAPH- B MAYKE H3 KAPTOHA,
$HKATOPOM AMOYABHEIM B DAYKY HI Kap-
‘TOHR,
flpr menome3opaHME amMnya ¢ TouKamMK
HALTOMA WIM KObUAMH cxapaduxaTOp
AMNYABHLIR EAM HOW ANA  BEXPHITHS
AMAYN DOnyeKs e BRIAALIBAT,
14. Mapkuposka | Ha amnyae: manmenosanue aex. npena- Ha amnyne: naHMEHOBRMME NeK, npema-
PATA, KOHNEHTPALAI0, 001eM NpenapaTa 8 JIM-004638-170118 | PATR, KoHUenTpauns, obsem npenapata
M, HOMED CEDHN, CPOK TOAROCTH. B M1, HOMEP Cepiti, CPOXK FOAHOCTH,
Ha nauxe: npeanpHATHE-HIFOTOBHTEL M Ha nauke: npeanpuATHE-HINOTOBHTEND
€r0 TOBAPHBLIA 3IWAK, €TPAHY NpoM3IBOA- M er0 TOBApMBIN 3HAK, CTPAHA Mpom3-
€Tea, aapec u Tenedon/axe npeanpas- BOACTBA, AAPEC R Teaedon/daxe mpea-
THA-HINOTOBHTENR, HANMEHOBAHME NPHATHA-HITOTOBMTENS, HANMEHOBAHME
ACK.MPENapATA, CPYNNHPOBONHOE HAHME- fNeK.npenspara, TPYNNHPOBOtHOE
HOBAHHE, NeK. OPMY, KOHOEHTPALMIO, HAUMENOBAKHE, Jex. Gopma, KoMueH-
HAMMEHOBAHHE M KOIMAECTRO AtHcTBylo- TPALMA, HAHMEHOBAHHE H KONHYECTBO
IET0 BEHICCTEA M NEPEveHb BENOMOTA- AeACTBYIOMEr0 BEUIECTBA M NeEpeveHs
TeabHsix semects 8 1 ma mpenapata, BCNOMOMATENBHLIX BemiecTs B8 1 Mma
o0LEM NPENADATA B MJ, KONHYECTBO AM- npenapata, ofbem npenapata s m,
nya s ynakosxe, «Crepuasion, «Bayrpn- KO/IHYECTBO AMMYN B ynakoske, «Cre-
BeHHON, «XPAHMTE B HETOCTYMHOM AOR puasuon, «Buyrpusennon, «Xpauuts 8
AeTell MecTen, YCNOBHA XPAHEHHR, Yeno- HCADCTYNHOM AR AcTeH MEcTem, yeno-
BHE QTIYCKA, PEruUCTPAUMOWHLIA HOMep, BHA XPANEHHA, YCTOBHA OTRYCKA, PerH-
wrpuxosolf xon, «Cneaylite npunarae- CTPANHOHHB HOMED, HOMEp CepuM,
MOl HHCTPYKUNN MO NPUMEHEHHION, CPOK FOAHOCTH, KOHTPOALMBIA HACHTH-
JlonyckaeTen HOMEP CepHH B CPOK FoaHO- duxaunonusi nax, wrpnxosol xon,
CTH HAHOCHTL MA BTOPHYEYIO (noTpelu- «Cneaylite npuasraemoll mucTpyxunn
TEILCKYH) YNAKOBKY B BHAE penbedumx N0 NPHMEHCHHION,
OTTHCKOB
Tpu neo6xoaMMOETH HAHOCATCE cpeacTaa
uienTRGHEAUHE (KONTPONBNBIE MAEHTH-
durannounsil anax).
15, Xpanenne B 3amu1eHHOM 0T CBETA MeCTe DU TEMNEPATYpe He Bbite 25°C.
KoHTpoaLuLIA MacTep OZ);M*
($ammaun) 7/ (no{rmu) {aaTa)

Jaxmouenne OKK: « Hatphs THoCynL AT pacTBOP ANs BHYTPHBEHHOTO BBEAeHHR 300 mr/mAa - 10 ma Ne 10»

Cepua 150421 cooreercrayer Tpefonanusm JINT-004638-170118, nam.Nel; TP XIV

Hauanbuug OKK
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