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Kaueerno NpenapiT I‘IIPHHTII]H}BII.IIU B TeUeHMe CROKR TOAHOCTH PN coluraein yeaosuil Apinenys n npnrlmnm.unﬁ YIAKOBRC

N Huumenoname e HJL ua meTonm PeayawtaTi
w/n nokasnTenci TpeGosanin HI HCNLITARAT HERLITANIE

1. | Onucanne Y Tafinerrn o1 deaoto ¢ ceponaTu JITI-Ne(005700)- Talietin Geaoro ¢ coponaTuan
A0 GElors © EETTONRTLIM OTTel- (PI-RU)-020425 OTTEHKGNM  UNCTS,  KPYIaue
BOM  uneTA, KPYIALE WIDCKEI- i NIV, IHICKOIINH It eeKte ¢
minapnuecwie o dueroik, ODC.1.4.1.0015.15 dnewoll,

2. | Maentudurams L ¥Yawrpagioietonue  euesTpld L. Yaurpadmoierosiie  cnvk-
noyaoutenuy paernopn 2 neniaTy- SN (005700)- TPLE HOTIOWES pacTiop 2
eMUre pACTIOPS I pACTBOpPA 2 (PI-RUJ-020425 HCNBITYEMOFD  pacTuopn  u
CTMPTINIe  (HCTROpE  8Marl- pacTBOpA 2 CTRNABpTIGIO
PRITHATHY THAPOXADPIAR B of/1i- PHETBOpI AMBTPRITIANIE
erit o1 220 a0 330 uM  pomn ruaposaopuan o ofaucTi 0T
HMETL MAKCUMYM I MIHUIMYM 220 qo 330 nm asmeioT MaKo-
A QAN §TEN e LTHIaX no. MYM I SMUIEMYM P O 1
2, 1THO 1A XPOMATOFUAE pics TEX W LAY RO,
TRopn B iennityesors pucrmopn (4 2 Mamiio MR SPONETOrpasase
MEF) 10 IO0KEIIHD, BEINHIE | pacTRopt b uwenwrryesore
noIeninn # Y-cuere v pueTanpn (4 k) N0 NOIGED-
COUTHETCTHOIATE UMY 1A Xpo- IO, DETHYHIE 1 HOroUeing
Mi‘torpavse  pactoopa B eran- 0 Ydienere  COUTRETETRYET
NApTHOND  PARCTHODR G MUTPIITI= OHTHY 1 SPosidTorpassie
NS PHAPGLTo P (4 MKT). pacriops B eramaapruorn

pRETHOp AMUCTPATININGR
_ rigipoxnepian (4 skrk
3. | Omuopoguoert, Micest 92.5— 107,53 mr re X1y, 101,5 mr
! (100 mr & 7,5%) 0D, 1.4.2.0009.15 +54% -49%
4. | Pacreopene B puctnop 4yepes 45 mim JHI-Ne(DO5700)-
ADEKHO  nepeiitH ne meniee (PI-RU)-D20425
TO%(Q) asturpiiTianHa o XV, 100 %
0D 1.4.2.0014.15
Omc.hl.l.l;y_ﬂﬂllﬁ
5. | Hpumeen JlwBoil ensunnoli upumec - JITI-N(003700)-
we Goaee 0,5% Pr-RUY-020425 e
Cyama npisiecedi — ( I X1V, He afuapyenn
ue Gosee 1% 0@, 1L.2.L.2.0001,15
' | owcaz.12.0003.13 He oGiapyweno
6. | Ouuopoanoers, JHI-Ne(005700)-
Ao3uponainns (PI-RU)-D20425
He Goace 15,0% I X1V, 4. 84%
O, 1.4.2.0008.18,
_,_ enocof 2
7. | Koauuecrsennoe 1397 air JITI-Xa(005700)- 28 war
o onpeisieHne (PT-RU)-020425
8. | Murpoduonerniceias A
snerera (RaTeropin 3A) ra X1V, N7
Obuwiee  sicao a-;plaﬁl.mg 0®C,1.2.4.0002.18 ; aJ..-' f
MUEPOOpPEINNMEeS He Gonee 1008 1 - Menge 10
Ofuiee Mugio AposEeibIx 1
iodeenentrx rpbos He Gostee 108 a1 Meuee !0 =
Exscherichia coll Oteyrerene s I r - ! OTCYTCTBYET
XIMIR=a s e Kyvubigiurg f‘(‘*"fff:”_.—u- 27w 04 226
(hasin i) . (Ilm}}rllﬂ-) 5 {asTa) J
H.o, mavisunka Mukpoino- — Konmawosn ‘K e f LT —— wl. 9» Q‘;" 2026 1
[CIHRTTRITIE ) (nonnmen) (1aTa)
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N | Haumenosaine HJ na Metoasl "
il JRre s o Tpeboranus H]1 S it PesyanTaThi nenwrannii \
9, | Onucauie TTo 10 TabaeTor b KoWTYpIyio ayeii- JITT-Nu(005700)- o 10 aGHCTOR B KONTYPHON sl
YOAKORKH KOBYID YIAKODKY MY IUICHEN f1o4H- (PT=RU)-020425 KOBOM YIAKOBKE I3 NACHKN HoAini-
BHHBARAOPHAHON 1 doanri adw- waxnopinel u hosnre Wi
Munbesoll  newarnel  Jasnposane enoil nesaTnolt anknpoRinnod, [
ioft. 4 goNTYpHEIX MielrossIX YiaResoR i
5 ROHTYPHBIX SeHKOBLIX YIHIKOBUR BMECTE © WICTPYRUNET no seainni- |
BMECTE ¢ HNCTPYRUNETT N0 MeARIIH- CHOMY TPUMCHEHIID 1 INERS 113 kap- I
CKOMY TIPHMCHEHIN B (AMKY M3 Tom,
KapToia,
10. | Mapkupopka Ha Roumypnoi suéliroqoit yHakosRe JIN-Xe(003700)- Ha konmypiol JUeiRosel \nakogre
YRAILIBAIOT TOBAPHEIH J0AK Aepwa- (PT-RLU)-020425 VERHHE TORA PG J0aK [epwiTeTy
TR PECHETPAIMOHHOTD  YI0ETOBC- pErHeTPAIIOHNIOro  YancTaRcpeii,
prims,  TOProBOC  MAMMENORAHNE TOpronoe  HAMMEWOBANNE Jieiip- 5
NERAPCTBCHIONG NPCMAPRTA, AtKap- CTREHHOTD MPEenapaTa, JeRiapernen-
‘crnennyio Gopmy, 10IHPOBKY, KoaH- uas hopma, ACIHPOHKL, KOANILETHO
secTao TAGAETOR B YIKOBKE, HoMep TAGAETOR B YINKORKE, HOMED cepan,
COpUR, QUTY MCTEHMCHIA CpOKA roa- AATR MCTCUCNNA CPOKA Foanocmi.
HOCTIL Hn nuuky yRS1AHED MaRMEHOBAITIE,
Ha nauke yERIHBA0OT HRAMEHORI- TOWAPHLIT 3K W AAPEC AEPIRITLN
HHE, TOBAPHLIE AR H AAPEC Aepaa- PCFHCTRIINONIOTE  YAGCTOREPCIIN,
Tenst PErHeTPAUNGNNOrs YI0CTonE Toprosoe  HANMENORAHNE  Jdesnp- |
PEHIE,  TOProBOC  AANMEHORANNE ETBEHNIOFG HPETHPATA, JCRApCTREN- |
AEKAPETBEHHOTO NpenapiTa, aewip- naw opa, A0IpoBKd,. popsE-
cTeennyia apmy, N0IMPOSKY, Hi- wis 0 cocTaBe (HANMEHORANNC OEh-
popMAlling 0 cocTABe (HAWMENORa- CTHYIDLIETD REMECTRA M EF0 Ko
Hite AefiCTHYOUIEro BemecTna i o erno n oanedl TabaeTre, «Coaepwan
woauiecTno B oanoil Tabaerke, «Co- AUKTOINE MOROTUAPAT (Eaxap moai-
MEPENT ANKTO3RI MomoruapaT (ca- Heli)), ®oANuccTBO  TafacTak
AP MOACHEI)R), KOANHECTRO Taf- VORKONKEE, YETORNS XPBAHEHIH, YEan-
JAETOR B YHAKODKE, YEI0HNH Xpane- niw orayesn, «Cnocofl npasieleny:
i, veromia  ornyesa, «Cnoeod €5, HHETPYKUHIO N0 METHIIEROMY
ﬂPHMﬂH‘.‘HlH{( Cat. Illlc‘l"'i}'h‘lullﬂ no H'[llﬂ\'ll’-‘lll!"l“ﬂ”. llxlli‘lllllTh B e
MefniiiHeKonMy APIM e B, CTYNIOM A neveli mecten, nosep
«XpRnnTs B HEAOOTYHUOM 008 aeTel cepitn, IATA METENLHNH CPOKA FOII- |
;Mcc'rm, HOMEP COpHM, TIATY HoTeMe- i, urrpiexonafl K. |
MR CPOKR  FOAHOCTH, wWTpitxonof Cpenernn waenmuduusnin - (kon-
Ko, Tpn.ﬂm-mrn u,-u:m’m‘]uu;u||unnll|.m ’
M weoGixoaumoeTi CPeIETER MK, NepeMenHnE  itdopan,
MK TR ALY (ReHTRON UL HOME Cepiin, anTa HETeHenm cpusn |
wieHTHHEALHO UL 1Ak, Tepe- FOMUOCTH) HANCCONLID nifen = o I
Meunns i opMaALNH, HoMep cepi, Khanmnaik |
AATR MCTENEHIN CpOKA  TOANOCTH) |
MANOCATCS: TIAAKR — HA KARILI Bl |
GOKOBYID ETOPONY. [ g ]
11. | Cpox roanocTi 2 rona JT-Ne(D057003- = s |
(epok xpaneiua) (Er-Rifupioes oot . o oo :
12, | Yenonun B amimniue i Hos o CoeTi Mecte npi resmepatype ot 15 20 25°C. ‘
XpUHLeHne - == ‘

Konrpoanubil smerep
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$01-COII-2300-157/02-25

CEPTH®UKAT CEPHH

ToToBBIi TeKapCTBEHHLI penapar

Ne 1208/26

Haumenosauue

Asumpunmunun
mabGaemicu 23 m2 10 wim., ynaroswu kopmypsle
Ayetikoavie (3}, nauku kapmonitisie

MemaynipoaHoe HENFTEHTORANHOE HAHMEHO- Astumpurrmiie
BaHHE (TPYINHPOBOYHOE WM XHMUYECcKoe)
Homep cepi 70426
ObLem cepiu 23471 yn.
JlaTa NpoM3IBOACTEA 21.04.2026
Jlurn oxonuauus cpoKa rogHOCTH 2 z00u

Je 04,2028

Homep perscTpauHolHOre YA0CTOBEPELH i
J1AT& PerveTpanum

JIT-Ne(005700)-(PF-RU) am 10.06.2024

,[mma nepeadhopmnenus 02.04.2025

P " youemosepanue P NOOO321/02 om 12.01.2012 npusedene & caon-
aememate TpLﬂduuuruMm LA_-FC‘ i Aoxapemacinus npenapaon. Joxysainte 1
ditnitbie, CODEPHCALECE 0 0D M PESICHPAIialitoAl doche, CODmMETMIEYIon
o caaehy mdepmmm bzl PENCHpaUnHIon0 Gocke JapeiCMPUpataitiog
Aex U de codspaen IEMERSHNE, GIURIQUIILT 1 HINOURED,
a¢h Jﬁmnuzmacmb Beraneenac UTH caomOipiLE KhOTIAS-PHIEKS TEKAPCRETINGSD
Apenapama,

HanMeHoBAHNE 1 8APCC ACPIKATENS Per-
CTPALHOHHOIO Y10CTOBEPEHUS

Aryuoneproe obiujecman WAL XHMOAP My
(AQ WHATAXHMPAPM)), Poceutickan dedepayus,
680001, Nadaposesuit xpadi, . Xafaposes, ya. Tauwenmeran, 0, 22

Honep HOPMATHBHOH JOKYMEHTALNH

JTT-Ne(005700)-(PI-RU)-020425
(Hocnedosamesiocme 0003)

IIpouseeneno,
ajipec NpOMIBoICTReNHOl NaomanKy

Awtuoneprioe otugecmas «JATEXHMPAPMy
(AQ «JATLXHMBPAPM), Poceulickas Pedepaiis,
480001, XaBaposcruil kpaii, & XoBapoucs, v Tawxernmesan, d. 22, emp. 3

¥nakosauo,
ajpec MpoHIBOACTEENHDIl NaoagKy

Aryuonepioe ouecmuo «JAJTBXHMEPAP My
(A€ il ASTLXHMB AP M), Poceuliexan edepayus,
680001, Xabapescruil xpai, 2. XaBapooer; ya. Tauwenmeras, 9. 22, emp, 3

Bhll’lyﬂﬂalﬂmﬂﬁ KOHTPOIL KATMECTRE,
ajipec NpOH3ROACTReNHON TIoMAAKN

Axyuonepnoe obujeemen «/JABXHMEAPMy
(AQ ¢fATEXHMBAPNM), Poccultexas @edepaii,
680001, Xataposcuni kpail, 2, Xafapoack, yn. Tawwenmexas, d. 22, emp. §

PeayisTaThl aHIH30R

Hacnopm Ne 7/1301-26 om 30.04.2026

Jiunensnd ma NPOH3BOACTBO JICKAPCTEBEHHEIX
CPencTs AN MeqHUHICKOro NpHMEHeHin

Pezugmpayuaiislil HOMED KutyEnstit
J1012-00102-77/00010391

CeprupuKaTe COOTEETCTBHR TpeGoBannam
[pasua nagiexamed npon3BoACTEEH HOM
npakTHRH Eapazniickors 3R0H0MEYLCROTO
co1033

Cpox aeiicrsun ¢ 03.08.2023 no 02.08.2026

Ne GMP/EABURUON912-2023
(Xadaposckuit kpad, & Xabaposck,
wi. Tavakenmeran, d. 22, emp. 3)
Ne GMP/EAEU/RUN913-2023
(Nubapoecruil kpatl, & Xabapouck,
. Tenareymexan, o. 22, emp. 8)

3asunenne o ceprriKanHy

Hictoum o NoATnepadim, Mo npibeieiRan sEILe MHdopMalin MIRCTCH JorTo-
neprofi i rovoit.
Jaiman ceprs npowsmeaena w ynasosm 2 AD «IAJIBXHMMPAPM: 1 na octosa-
1L T, Y107
* copuil OpON3LEACHR B cooisercTii ¢ TpeGopanmsut [pasit naanewamei
npoussoreTeenoil npaktiicn Eapasnfieroro JKON0MHIEKOID GOGAE, MILEHIH-
<l 1D OPOHIBOASTIO ICKAPCTREINMY CPEAcTR 1 TPETOBIHHAMM KOIIPOILN Katl-
CTHIEKIPOTREI LK CPEICTH;
* gepiHd GTREYOCT TPeGUBINNEM PErHCTPALIMORIOTO I0CLe;
* JOKYNEITAUHE 110 Anknoll copuy peua NPOBEpRY WA NOAUOTY K A0CTORGR-
HOETH W GLITH YTIEPKICHN THILMMH, OTOCTCTHEIHLIMK 30 NPOIDOACTID 3t KOH-
TpaIs KIMECTED

DPEIPEILEIN it ULIIYCKY HI TEPRITGQItH Pocenllexoll @renepaung

Oapiiun, UM, OTHECTBO B A0JLUKHOCTE YO/~
HOMOYECHHOT) JiHIA

HeBuinonckas T.B. — IHPEKTOP 1O KAHECTRY

TMoanues YNOAOMOUEHHOTO JTHIA
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