% PASPEHIEHUE HA BBIITYCK
JEKAPCTBEHHOI'O CPEJACTBA B OGPALIIEHUE

®01-COII-2300-157/01-21

Ne 3351/21

Toprosoe nanmMeHoBaHHe JIeKAPCTREHHO-
0 CpeACTBA, JAeKapeTBenHas dopma, K0-
3HpPOBKA, hopMa BrIMyCKa

Sygunnun, pacmeop Onn enympusennozo ssedenus 24 ma/un
3 mn, amnyner (10), xopobru kapmonnsie

Memaynapoanoe HeNaTCHTOBAHHOE Amunogunnun
HAHMEHOBAHHE (IPYNNHPOBOYHOE HIH
XHMHYECKoe)
Homep cepnu 1541021
O6nem cepun 12600 yn.
Hara npoussosersa 10.2021
Cpok rogaocTn 3 200a

Ho 10.2024
Homep pernerpannoHHoro yaocrosepe- JIC-001731 om 18.11.2011
HHS H 1aTa perHCTPAILHH Hama samenwr 29.11.2017

Haumenosamnme u agpec gep:ares (pja-
AeIblA) PerHCTPAlHOHHOTO YA0CTOBEpE-
Hus

Omkpeimoe akyuonepnoe obujecmeo
«JATIBXHM®AP My (OAO « JATTBXHM®APM>»),
Poceun, 680001, Xabaposckuii kpaii, 2. Xabaposck,
ya. Tawxenmexan, 22

Homep HopMaTHBHOI J0KYMEHTANIMH

JIC-001731-291117,
usm, Ne 1

Ilpouseeneno,
ajipec NPOM3BOACTBEHHOH IIOIALKH

Omxpwimoe axkyuonepnoe obuecmeo
«JA/ILXHM®APM» (OAO «JATTBXHMPAPM)),
680001, Xabaposckuii kpaii, 2. Xabaposck,
yn. Tauixenmcekan, 22

YnaxoaHo,
a/ipec NPOH3BOACTBEHHOI IIOMAAKH

Omxkpwimoe axyuoneproe o6ujecmso
«TJATTEXHM®PAPM» (OAO «TATTBXHM®PAPM»),
680001, Xabaposckuii kpail, 2. Xabapoack,
ya. Tawxenmexan, 22

Beinyckalomuif KOHTPoJIb KadecTsa,
aJipec NPOU3BOACTBEHHOI MJIOMAAKH

Omxpuimoe axyuoneproe obujecmso
CHAAJIBXHM®DAPMy (OAO « JAJIBXHM®DAPM>),
680001, Xabaposckuii kpaii, 2. Xabapoeck,
ya. Tawxenmexasn, 22

Homep nacnopra, 1aTa BhIga4H

Ne 154/3598-21 om 25.10.2021

JInuensus Ha ocyuiecTB/aeHne NMpon3Boa-
CTBA JICKAPCTBEHHBIX CPEACTB

MNe 00077-JIC om 19 cenmabpa 2019 209a

CepTudurarsi

cepmudpukamel Coomaemcmaun cucmems MENEONCMENMA KaAYecmaa
8 CHCTEME CEPTHOHKALIHH PYCCKOI'O PEFHCTPA

MNe 19.2176.026, 19.2176.026/1, cpok deiicmeus do 15.11.2022 2.;
cepmudgpuxam coomaememeus & Cucmeme dobposonswoti cepmuu-
xayuu cucmem menedsemenma « CEPT-OCM» AQ « BHHHC »

Ne OCM RU.04-C 21-160, cpox deticmaun do 29.05.2022 2.

HacTosiumum s noATBEpKkAalo, UTO NPHBEAECHHASA Bhillle HHPOPMALUA ABAETCA JOCTOBEPHOI H TOHHOH,
Hannan cepuna nponseesiena u ynakopana Ha OAQ «IAJTbXHM®APM» 4 Ha OCHOBAHMHU TOrO, YTO:
* CepHA MPOH3Be/ieHa B COOTBETCTBHH ¢ AelicTByioluumy [TpasunaMu Hajiexaledl  MPOH3BOACTBEH-
HOM MPAaKTHKH, JMUEH3MEH HA TPOM3BOJACTBO JEKAPCTBEHHBIX CPEACTB M TpeGOoBaHMAMH KOHTpOAA

Ka4CcCTBA ICKAPCTBCHHBIX CPEACTBR;

* cepua oTsevaet TpeGOBaAHMAM PErMCTPALIHOHHOrO J0CKE;
* MOKyMEHTAUMA MO AaHHOH CepHH MpoLLia NPOBEPKY HA MOJHOTY M JOCTOBEpPHOCTh H Oblia yTBep-
JAKACHA JIHUAMH, OTBCTCTBEHHBIMH 34 ITPOH3BOACTBO H KOHTPOIIb KavyecTBa
paspeuiena k estnycky na meppumopuu Poccuiickoti ®edepayuu

(OHO)

* 25.10.2021
(ig}oﬁnncs) (nata)




OAQ «IAJTBXHM®DAPM»

Haumenopanue npenaparta no HJ{

Homep cepun (naprun)

I'onen go

IMMACIIOPT Ne_154/3598-21_

OfBuiee xonuuecTno crpanmu 2
erpasnua |

Jybunnaun pacrsop

U1 BHYTPHBEHHOro BBeaenns 24 mr/ma - 5 ma Nel0

1541021

10 24

Koan4ectso nponykuum B cepum

(kr, mr. u T.3.)
JlaTa npon3BoacTRA

AHATH3 BLINOJHEH NO

12 600 yn.

10 21

JIC-001731 - 291117, uam.Nel; T'® XIV

(nanmenosaime u nomep HJI)

KauecTso npenapata rapaHTHPOBAHO B TEYEHHE CPOKA FOAHOCTH NMPH COGIOACHHH YCOBHI XpaHEHHA B COOTBETCTBHH
C NPEANMCAHHEM B HEPACKPBITON OpPHIHHANLHON yriaKoBke.

Ne HaumenoBanne HJI na MeToant PeaysnTaTnl
n/n noxasarenei TpeGoanus HIl HenuiTAHMR ncrlybrranun
1. | Onucaune TMpo3paunas GecuBeTHAR JC-001731-291117 Mpospausan ererka oxpa-
HAH  cJerka  OKpauleHHas HICHIAR RUTXOETS
KHAKOCTH

2. Noanuunocts

1. Yasrpadmonerossie cnex-
TPbI NOTJIOWIEHHS HCNBITYE-
MOT0 PacTBOPA H CTAHAAPTHO-
ro pacrsopa TeopHAIHHA B
o6nactu ot 250 go 300 um
AOJKHBLI HMETL MAKCHMYM
npu oanofl 1 ToN xe AnuHe
BOJIHBL

2. KauecrBenubie peakunn (2)

JIC-001731-291117

1. ¥abrpaduonerosnie
CHEKTPBI NOrA0UIeHHS
HCMBITYEMOrO PACTBOPA W
CTAHAAPTHOrO pacTBOpa
TeopHAAHHA B 06aCTH OT
250 no 300 um mMmeroT
MAKCHMYM NpH oo u
TO# e AAHHE BOHbI,

2, MonTeepxaeHb!

3. | Mpospaunocts Honxen ObITH NPO3PAYHLIM re XIii
S S 0®C.1.2.1.0007.15 lpuapssml
4. Homxen GbiTh GeclBETHLIM re Xiii,
lipeTnocTs W/IH BBIEP/KHBATS CPABHEHHE 0®C.1.2.1.0006.15 Menee yTanona Y,
¢ atanonom Y, nan GY,
5. ro Xxiii,
pH 9,0-9,7 O®C.1.2.1.0004.15 9,21
NOTEHUHOMETPHYECKH
6. | PoncrBeHHbIe Enunuunoii HenpenTnduim- JIC-001731-291117
npHMecH pPoBaHHON npumecn - re XIil,
ne Goaee 0,5% 0®C.1.2,1,2.0001.15 Menee 0,5%
CymMapHoe coaepxatne 0®C.1.2.1.2.0003.15
n{mmceﬁ - He dm 1,0% Meuce 1,0%
T KonuuecTaennoe
onpeneieHHe: JIC-001731-291117
- ITHACHAHAMHH 4,2 - 5,4 mr/ma 5,1 mr/ma
- Teoduann 17,3 - 21,1 mr/mn 18,6 mr/ma
8. | Crepunbnocts Jomxken BpigepxHBaTL re Xiv, CrepunbHbiit
HCNLITAHHA 0®C.1.2.4.0003.15 | an. Ne LG
9. | Baxrepuaannnie He Gonee 0,7 E3/mr To X1V, Menee & 433 53hnr
IHAOTOKCHHbI 0®C.1.2.4.0006.15 an. Ne
10. | H3saexaembiii He menee 5,0 ma I'e XIiI, 8.0 ma
obnem 0®C.1.4.2.0003.15 ¥
XUMHK-aHAIHTHK 54 «19 10 2021r
(pavums) L {Mmm.) (naTa)
aYaabHUK  MHKpPoGHO/I0- £ = Ln__lﬁllrj 0
ruueckolt naGopaTopun (pamnaus) (moamucn) (aara)




crpanuua 2

Ne | HaumenoBanue HA ua metoan:
bt | shnnaerinlt TpeGosasuna HJ| A PesyabTaTst nenbrranmii
11. | Buanmste mexa-
HHYECKHe He Goaree 9 u3 315 mryx amnys uan I'e X, 3/315
McHoneins ne Bostee 23 3 630 wiryw amnya O0®dC.1.4.2,0005.15
HeBuanmeie me- ' X111,
Yacrau > 10 micm - e Gosree 6000/amn. 12/ama.
xaHUueCKHe 0dC.1.4.2.0006.15
A YHacTuit > 25 M - ite Gosree 600/amn. 0/amn.
12, Ynaxkoska o § M B amny.am nefitpaanioro Tna B JIC-001731-291117 | 1lo § ma & amnyass mna LLIT
Hau tuna I neftrpassioro crexna. HelTPAALIOrO  cTeKNA ¢ ToMKamn
Mo 10 amnya smecre ¢ HHCTpYKUuHeHA no magnoma. Ilo 10 amnya smeete ¢ uu-
APHMEHCHHIO M HOKOM AR BCKPBITHA CTpyKuuelt no npumencnnio 8 kopobice
AMAYS MR CKAPHOHKATOPOM AMAYAb- W3 KAPTOHA,
HbIM B KOpoGKY M3 KapToua, KopoGky Kopobka  owxneena ITHKETKO{-
OKAEHBANT ITHKeTKON-Gannepoasio, Gangeposnnio
Mpu uenonbsonanns amnya ¢ Toukamm
HALIOMA WIH KOJLEAMN HOX AR BCKPbI-
THR AMOYA WIH CKAPHOHKATOP AMNYNb-
HLIA JONYCKACTCH HE BIIABIBATE.,
13. Maplmpomca Ha amnyae yxainisawor Hanmenosanue | J1IC-001731-2911 17 | Ha amnyae ykazano nanmenopanme aex,
JICK. NPENAPATA, KOHUCHTDAUMIO, O0nem penapata, ofinem
APEMAPATA B MJ, HOMEP CEPHH, CPOK TOA~ NPENApATR B M, HOMED CepHH, CPOK
nocru, TOAHOCTH,
Ha  ruxerxe-Ganaeposn  ykaisinasor Ha stuxerxe-Ganneponn ykasano npea-
NPEANPHATHE-HITOTOBHYE L H Ero TOBAD- NPHATHE-UITOTOBUTEAL H €10 TOBAPHLIA
Huidl 3naK, cTpany npowssoacTaa, aapee n SHAK, CTPAHR NPOMIBOACTRA, nApec M
Tenedon/paxe NPEANPUATHS Teaedon/daxe NPeanpHATHE-
HITOTORHTEAR, HAHMEHOBAMHE JeK. npe- HWIOTORHTEAN, HAMMEHOBAMME  JeK.
MAPATR, MEAAYHADO/NOE HEMATEHTOBAM- NpenapaTa, MEXAYHADORHOE NENATCH-
HOE HAHMENOBAHHE, JICK, GOPMY, KOHICH- TOBARNOE HAMMEHOBAMHE, JeK. QopMa,
TPalio, cocran, o6bem npenapara B M, KOHUEHTPAUNA, cocTan, ofnem npenapa-
KOHYECTBO AMOYA B ynaxosxke, «Cre- TA B MJ1, KOJIKHCCTRO AMNYJI B YIAKOBKE,
puaLIo», «Buytpusennon, «IIpumensts «Crepuinion, «Buyrpusennon, «llpn-
0 HAIHAYENNID BpAuA», «XpamuTL B MEHNTL M0 HAIHAYUEHHI0 BpAMAY, «Xpa-
HEQOCTYNHOM AR OeTel MecTen, ycaonns HHTL B HeAOCTYRHOM A4 AeTell mecTen,
XPAHEHNS, YCNOBMA OTNYCKA, permcTpa- YCA0BUS XPAHCHHA, YC/AOBHA OTRYyCKA,
uHounbiit womep, wrrpuxosolt xoa, «Cie- PerucTpauMOnnLIl noMep, WTPHXOBOH
aylite  npuaaraemod  MMCTPYKuMM  no Kop, «Caeayfite npunaraemodt HHCTPYK-
NPHMEHEHHION, LHH 110 IPHMEHEHHION,
Ha xopolke ykasmeaior uomep cepHH 1 Ha wkopobie yxajammt nosep cepHy M
CPOK FOANOCTH, CPOK FOAHOCTH.
Jlonyckaerca nomep cepuu i CPOK rofHo- Homep cepun # cpox roanocTH namece-
CTH HANOCHTL MA BTOPHUHYI (noTpelu- Hh! A RTOPHUNYIO (nOTpebutenncyio)
TEALCKYIO) YNAKORKY B BHAC peabedmuix YNAKOBKY METOAOM ITEYATH.
OTTHCKOB WM METOAOM NEYuATH, Cpenctsa miekTuduKAUN (KOHTPOAL-
Npu neobxoaumocTn CPeacTBA HACHTH- Wbl HACHTHONKAUNOHHBIR JHAK, nepe-
GUKAUMH  (KONTPOALHBIA HaeHTHG MK~ MEHHAR HIQOPMALHA) Hanecenn:: Ko-
UHOHHBIN 3HAK, OEPEMENHAR HHpOpPMA- pobka ~ ua aTnKerKy-Ganepoas.
UHR) HAHOCATEN: KOPOBKA — HA YTHKETKY-
Banaeposs.
14. | Cpox roanoctt | 3 rona JIC-001731-291117 | 3 roaa
15. Xpaneuue B 3amuwennom ot ceeta Mecte npu Temnepatype He Bbitue 25°C,

Kourponuuuiit macrep

Ysofikuna

(pamunans)

Vil

(noanucs)

(anTa)

3akawodenne OKK: «dydunann pacraop ann BHYTPHBEHROTO BBEeHHA 24 mr/mit - 5 ma Ne 10» cepus 1541021

cooTBeTcTBYeT TpeGomanuam JIC-001731-291117, usm. Nal; T XIV

—He6ipinonckan

iz

& 79 i

(pamuans)

(nowfc'n)

(aaTa)




PEAEPAALMAR

B OPEPE 34,

AVHEA TIO HAASCPY
PABCH I PAHEHMA

«CBefeHna o BBoAE B rpaxgaHckunimm odopoT B Poccmmnckonm degepaunn nekapCTBEHHbIX
CpencTB NO COCTOAHMIO Ha 13.04.2022 12:47»

(10), KopoOKM KapTOHHBIE/ ~

JlaTa BHeceHHsI B IIpousBoauTenb P — HopMaTHBERAS Opranuzanuysi, Homep Howmep, nata
AHC Toprosoe HaHMeHOBaHHE (BBINYCKAIOLHHA Crpana nn OH3EO CTB'I; oxp MEHTALHS BBINYCTHBIIAS B cepuH, paspelieHHs Ha
Poc3gpaBranzopa KOHTPOJIb) P n JOKY, i rpa)k JaHCKHH 000pOT napTHH HJIII
OYPUITHIL PACTEOP A1 0AO JIC-001731-291117;
BHYTPHUBEHHOr'O BBeJCHUS 24 OAO " " o ’ - o B
26.10.2021 Mr/sun 1 T, (5 o), amry et "TAJIbXUM®APM" Poccus P)iéACJH]ﬂbXHM®APM R gacl\fo.(l)\fi ; 31(1_291 s OAO "Janbxumdbapm 1541021
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