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Koumnuecrso HPOJAYKHHH B CepHH

(Kr, o, 1 TJL)
Hopmarusubiii jokymenr

13124 yn.

JHI-Ne(008590)-(PI'-RU)-270125 (nocaeposareiniocts 0001)

Kauecrso npenapara rapanTupoBano B TEUCHHE CPORA TOAHOCTH NpH (!OGJ'"(]LIEIIIIII _\TJIU!II!"! Xpanenus B Uplll’llllil..'lblll.li’l YHAROBRE

HaumenoBanue
noKasareaci

Tpebosanus HJL

HJL na meronst
HCNBITAHMI

Pesyibrars:
HCUbITAHMIT -

1. | Ouncaune

2. anu'mq);mamm

Cynnosuropun 0T opanxeBo-
10 /10 TEMHO-0PAHKEBOIO LBE-
Ta, Topuejaoodpasnoii popmel,

JITI-Ne(008590)-
(PI'-RU)-270125
' X1V,
OMC.1.4.1.0013.15

C)’llllll'lll'l(]pllll opan-
WREBOIo uBera, 'I'Ul'lllt'}lﬂ-
oOpa3suoii popmul.

L.Cnexmpodpomomempus. Cnekrp
HOITOUEHHS HCNBITYEMOI0 PACTBOPA
8 obaacTi o1 430 10 500 um gowen
HMETh MAKCHMYMbBI HOIVIOUIEHHSA IPH
urnnax sosn (45045) uv u (471£5) um
2. l'asoean xpomamozpagua. Hocaeno-
BATC/ALHOCTL BLIXOAA ITHKOB HA XPo-
MATOrpaMmme: '!I‘Jllp METHI0BbIH KHC-
JI0TB MEPHCTHIROBOI: YHD MeTHI0-
BLIT KHCI0TBE NAILMUTHHOBOI Ydup
METHIOBBIE KNEJ0THI ILMHTOIeH-
HOBOIE U METHIOBBIH KHCI0TLI
CTEAPUIOBOIL; Hhup METHI0BLI Kne-
JI0TBE 0CHHOBOIE YPUP METHIOBLI
KHCJI0TBI JIHHOACBOI; ']q)llp METHI0-
BLIT KHCI0THI IHI0/ICHOBOT

JIT-Ne(008590)-
(PI'-RU)-270125
o X1V,
O®C.1.2.1.2.0004.15

1. Coextp norjiomenns pac-
TBOpA npenapara 8 obancru
o1 430 10 S00 wm wMmeeT MaAK-
CUMYMBI HOIJIOICHNH npun
JuiHax 8o 446mm 1 469 um
2. Hoc/e10BaTeIbHOCTh Bhi-
X048 NMHKOB WA XPOMATOrpam-
Me: Mpup METHA0BLIR KHCI0-
Thl MEPHCTHHOBOI 3P
METHAOBLIT KHCI0THI 1L Ib-
MUTHHOBOIE HPUP METHI0BLIH
KHCAOTEI IEIBMHTOICHHOBO
WPHP METHIOBBIT KHCI0ThI
CTeAPHIOBOIL; dpup MeTHI0-
Bblii KHCI0TLI 0JIEHHOBON}
PP METHAOBBIE KHEI0ThI
JIH0/IEBOI YpHpP MeTHA0BLII
KHCJ0TBE JIHHOJICN0BOI

3. Oumopoanoctn 1900-2100 mr '@ XIV, 1994 mr
 MACChI - (2000 mr + 5%) O®C.1.4.2.0009.15 +0.8% -1,6%
4, Kuesnorhoe une/io JITI-Ne(008590)-
Ll . -,
He Doaee 5,0 * rrlgjg\.ﬁ,m” Menee 5,0
—— a 0WC.1.2.3.0004.15 o
5. Temneparypa e XI1v,
IWIABJICHHSE He Bbuue 37° C O®C.1.2.1.0011.18 42°C
R o L o 0I_I\'|ll.|l'llnlrl KNIII';_I.IH[IIJ_I_:)Egjt:[i)il_____ ;o
(8 Koauuecrennoe Cymma KApOTHIOWIOB (.JII,:[-l.T:'eL(l;]g!;ﬁ 1,2)5- '
anpeaenenne (B nepecuere Ha f— KapoTi) roxnial 1,20 mr
ne menee 0,81 mr ODOC.1.2.1.1.
7. I\Ilu:p'(-:m.lujn;: He- o \ Anains

CRAH YHCTOTA
(kaTeropun 3 A)
Obmee wmeao apob-

HEIR. MHEROQDEAHIGS He dosee 10° B 11 Menee 10°

MOB

Obwee umncio apomx-

AEBBIX M IJIECHEBBIX 5 5
- rpubos He Gosee 1078 1 1 Menee 10°

e XIV,5,

—

Y

XUMHKR-AHAJIHTHR

H.o. navajibinka mukpodno- _ Koamakosa

Jlornieekoii iaboparopun
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(ammius)

-
L/(IIU.‘IIIIII.‘I:)
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(hammiinn)

(HoaAnueL)

(hara)

By ©7 20261

(aava)




crpannua 2

Ne Hanmenomanne

Tpebosanua HJL

HJI na metonmt

Pesynbrare nensrranmii

n/n nokaszarenaeii HCNBLITAHME
8. Onuecanne Ilo 5 cynnowropues B KonTYpHYIO Ilo 5 cynnozuropues B KonTypuoii av
.V"i] KOBKH I!‘lE"I\‘ﬂH)‘I(l YNaroBKY H3 NJICHKH NOJH- JI"'N&(OUSS?U)' KoBoii YHarRoBKC U3 IICHKI NO/THBHE

BUHWIXT0pHANOIT,

Io aBe konrypubie sueiikosbie ynakon-
KH BMecTe ¢ I|Ilt'l‘|'.l_\'k'lll|¢n no Meamumn-
CKOMY HPHMENENNo B NAYKY W3 KapTo-
na.

(PI'-RU)-270125

XJ0puanoii,

ITo aBe Kowrypubie suciikonwie ynakon-
KHBMECTe © uuerpysuneii no me
CKOMY NpPUMEHENIN0 B NAYMKE U3 Kapro-
na.

K} Mapknposka

Ha  konmypnoit  aweitkosoii  ynaxosxe
YKAILIBAIOT TOBAPHLIL IHAK AepmaTenn
PErMeTPALNONNOTO YA0CTOBEpEMs,
TOProBoe HAMMEHOBANNE JIEKAPCTRENHO-
ro npenapara, JexkaperBennyio gopsy,
HOMEP CEPHM, AaTY HCTCHEHMs CpoKa
FOAHOCTI,

Ha nauke yxazwisaor naumenobanne,
ToBapuLiil 3naK w aapec (crpana, ropoa)
ACPAATENN  PErUCTPAUNOHHOTO YA0CTO-
BEPCHUS, TOProBOe HAMMEHOBANMME Jie-
KAPETBCHHOTO npenapara, obmenpuns-
Toe (FPYNIHPOBOUIOE) nAMMEnoBANNE,
Jaekapersennyio hopmy, COCTAB HA 0MK
CYNNOIMTOPHIL, KOJNUECTBO CYNNOINTO-
pues B ynakoske, «Pekraannon, «Xpa-
HUTL B HEA0CTYIHOM /L1 AeTel mecTen,
«Cnocol npumenenms: cM. HICTPYKINIO
no Mc,llllllllll.‘l\'n“_\' npUMenennon», yciao-
BHSL XPAHEHUS, YCTOBUS OTYCKA, HOMep
CEPHM, AATY HCTEHRHNSA CPOKA FOAHOCTH,
WTPHXOBOIl Ko,

Tipn neobxoammocTn cpeacTna wieHTH-
dukaunm  (KOUTPOILHBIR WienTHHKA-
HHONNHLIL 3uak, nepeMennas undopma-
WS, HOMED CEpUM W AATA MCTEUCHHN
CPOKA FOANOCTH) HANOCATCS: NAUKA — HA
KJIANAN WIH GOKOBYIO CTOpONY,

JUI-Ne(008590)-
(PT-RU)-270125

Ha  koumypnoit  saueiikogoit  ynaxosxe
YRAANBL TOBAPULIL AR jlepmaTeIn
perncTpaunonnoro YA0CTOBEPEHIS,
TOPrOBOE HAMMEHOBANNC JCKAPCTRENND-
ro npenapara, Jackapersennas  dopma,
HOMED  CepHu, JaTa HCTCHenus  Cpoka
rojmocrm,

Ha nauke yxazamet manvcnonanne, 1o-
BAPHBIL WAk Woaapec (crpana, ropon)
AcpaRareasn PErHCTPANNONHOTO  Y10CTO-
BEPCHNA, TOPrOBOE HANMENOBAINE Je-
KAPCTRENNOro mpenapata, obmenpunsn-
TOC (rpynnupoBotnoc) mauscnonanme,
aexapersennas dopma, cocran na o
CYNNOINTOPHIE, KOANUCCTBO CYNNOIM
puen B ynakoske, «Pexraininon, «Xpa-
HHTL B HEOCTYNHOM 8 JteTeil mecren,
«Cnocol npuMeneinisn: ey mICTpYKINIo
O MCAHIMHCKOMY npuy 0¥, YCI0-
BUA XPAHCHNA, YCAOBHS OTIVCKRA, HOMEp
CEPHN, IATA HECTCHEHNH CPOKA TOANOCTH,
mWTpHxoBoii Ko,

Cpeacrsa ua
netit waenTudy il wmak, nepe-
Menmnas ungopm fl, nomep cepum w
AATA HCTEUCHNN CPOKA T01MOCTH) Hale-
CeNBI: MAYKRA — HA Kaanan,

(KOUTPO/IL-

10. | Cpox roanoern

I, | Yeaosun

_Xpaunciusi

2 roja

JHT-Ne(008590)-
(PI'-RU)-270125

2 rona

Kourpoasnwiii macrep

(pasmann)

ey

(nmoanuen) v

«l9 01 2026 «r

(nara)

3akmouenine OKK: OGaennxosoe Macio cynmosuropun pektaabubic 5 urr., YHAKOBKH KOHTYpHBIC siueiikoBhIC (2),
nauku kapronneic cepist 90126 coorserernyer rpedosanusim JIN-Ne(008590)-(P1-RU)-270125
(nocaenosarensnocts 0001)

Hauaannuk OKK

SO

A6 0L a6y

(thartnann)

7/ (u(:.uﬁ/n,)

(nara)




% PAZPEHIEHHUE HA BBIIIYCK
JEKAPCTBEHHOI'O CPEJICTBA B OGPAIIIEHUE
Ne 177/26

®01-COII-2300-157/01-21

HaumeHoBaHHe Obaenuxosoe macno
CYNRO3UMOPUU PEKMAanbible 5 wim.,ynakoeKu KOHmypHole
Avetikogvle (2), nauku KapmoHHble

Mexaynapoanoe HeNATEHTOBAHHOE HAHMEHO- Obnenuxu KpywunosuoHot n1oo0os Macno
BaHue (rpyNNnUpPoBOYHOE HJIH XHMHYECKOE)
Homep cepun 90126
O0bem cepun 13124 yn.
aTa MPOU3BOACTBA 16.01.2026
CpoK roHocTH 2 200a
Ho 01.2028
Homep perucTpanHoHHOTo Y10CTOBEPEHHSA U JIT-Ne(008590)-(PT-RU) om 27.01.2025
[AATa PerucTpaunu Pezucmpayuonnoe yoocmosepenue P N001911/01 om 13.08.2008 npusedeno
& coomeememeue ¢ Tpebosanuamu EASC ona nexapcineennvix npenapamos.
Hoxymenmel u dannsie, codepaicaiyuecs & o) OM Pe2UCmpayUOHHOM

0aCbe, COOMBEMCMBYIOM NO C60EMY COOEPIHCANUIO OARHLIM PEZUCTPALYUOH-
HO20 00Cbe 3apezucmpuposanHoO20 TEKAPCMEEHHO20 Npenapama u He co-
Oepoicam uzMeHeHuil, BAUAIOWUX Ha Kavecmeo, sdihexmusnocms, Gesonac-

HOCMb URU HOWieHue «naﬂbsa~pucx» JieKape 0 Rp pama.
HaumeHoBaHHe H afpec Jep:KaTeNsl peru- Axyuoneprnoe obwyecmeo «JAJTbXHM®DAPMy
CTPAallHOHHOTO Y10CTOBEPeH NS (AO « JATBXHM®APM)»), Poccuiickas @edepayus,
680001, Xabapoeckuii xpaii,2. Xabapoasck, yn. Tawkenmekas, 0. 22
Homep HopMaTHBHOI JOKYMeHTALIHH JHT-Ne(008590)-(PI-RU)-270125
(nocredosamenviocms 0001)
IIpousseneno, . Axyuoneproe obwecmeo «JAJTBXHM®DPAPM)»
ajipec NpoM3BOACTBEHHOH IVIOIIAAKH (A0 « JATTBXHM®APMy), Poccuiickas ®edepayus,
680001, Xabapoeckuii kpail,2. Xabapoeck, yn. Tawxenmckas, d. 22, cmp. 3
Ynakosaso, Axyuoneproe obuecmeo «JAJTbXHUMDAPM»
ajpec NPOH3BOACTBEHHOM MJIOIAIKH (A0 «JAIBXHM®APM»), Poccuiickas Dedepayus,
680001, Xabaposckuii kpaii,e. Xabaposck, ya. Tawxenmekasn, 0. 22, cmp. 3
Beinyckawmmi KOHTPOJIbL KavecTsa, Axyuoneproe obujecmeo «JATBXHMDAPM»
ajipec MPOH3BOACTBEHHOMH MJIOIAAKH (A0 «JAJIBXHM®PAPM)»), Poccuiickas Pedepayus,
680001, Xabaposckuii kpati,2. Xabaposck, ya. T¢ kas, 0. 22, emp. 8
Homep nacnopra, 1aTa BbIAa4YH Ne 9/126-26 om 26.01.2026
Jluuensus Ha ocyllecTBJIeHHe MPOU3BOACTBA Pezucmpayuonnorii nomep nuyensuu
JIEKAPCTBEHHBIX CPEACTB JI012-00102-77/00010391
CepTHOHKATLI COOTBETCTBUS TPeOOBAHUAM Ne GMP/EAEU/RU/00912-2023
IlpaBui Hajiekameil IpoN3BOACTBEHHOI (Xabaposckuii kpail, 2. Xabaposcx,
npakTikn EBPasHiickoro 3KOHOMHYECKOro yn. Tawixenmexar, 0. 22, cmp. 3)

Ne GMP/EAEU/RU/00915-2023

cor03a o -y
Cpox aeiicraus ¢ 03.08.2023 no 02.08.2026 (RBpOsRU: £k, & SolarIes,
ya. Tawrenmekas, 0. 22, cmp. 8)

HaCTOF[lLlHM A MOATBEPKOAN0, UTO NIPUBEACHHAA BRILIEC HH(lJOpMaI.lPI}l ABIACTCA ,[lOCTOBCpHDﬁ M TOYHOI.
Hannan cepus npousseiena 1 ynakosana Ha AO «JAJIbXUM®PAPM» 1 Ha OCHOBaHHMH TOTO, YTO:
* CepHs NMPOM3BEIEHA B COOTBETCTBHM ¢ AelctByrommmu [lpaBunamu Haanexauieif IpOM3BOACTBEHHOI
[PaKTHKH, JTHLEH3HEH Ha NPOH3BOJACTBO JIEKAPCTBEHHBIX CPEJCTB M TPeOOBAHUAMM KOHTPONA KayecTBa
JIEKapCTBEHHBIX CPEJCTB;
* cepHs OTBeYaeT TPeGOBaHMAM PErHCTPALHOHHOTO JOChE;
* JOKYMEHTAlHsl 110 JaHHOH CEpHH MpOILIa NPOBEPKY HA MOJHOTY M JAOCTOBEPHOCTH M ObLIA yTBEPIKIECHA
JIMLIAMH, OTBETCTBEHHBIMH 32 IIPOM3BOACTBO U KOHTPOIb Ka4eCTBa
paspeniena K evinycky na meppumopun Poccuiickoii @edepayuu

He6pmonckas T.B. C/@/ &by 7L 2026

(PHO) (nc; Ch) (nara)




