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LAStadEETI Y
PAUEETINA © fluenaun Munncrepcraa Npomsirentocns M Toproaan PG Ne 00176-AC

Ceptudurar kayecrsa cepum Ne 440 ot 15,05.2023

Bapdapun, Tabnerku 2,5 mr
TCRIONOR REHMEHOSAIAST REKRDITERRHOD NIfufapaTa, AEx2, 3 dapma, g

PerucrpalinonHoe yaoctoBeperue JICP-008342/10

Homep cepuy 030423

£3Ta Hauana NPOM380ACTEA ‘ 17.04.2023

KonuuecTso 69120 ynaHoBoK

AHanua 8bINQAHEH N0 HOPMATHBHOMY AORYMENRTY JICP-008342/10-190620, Wam.Nel, No2
HaumeroBanne oHasaTenn - . _M&_L_Mero HOHTDQR
HopmaTneHoe 3HayeHue
Qnucakue, : Busyaneupl -
; Kpyrnole Tabnetsn Georo wam noytk Genoro upera, !{pyi'nb_le TaBneThm Gencro upera,
NAGCROUNIMHAPUIECKO HOPMDI, ¢ RpecTooBpasHoit | nabckouusmnapuueckoi Hopmbl, ¢
. . PUCRON 4 backoi . |, xpecToobBpa3unoit puckolt u dackoh
NogsvHRoCTL Y&-cnéntpobotomMeTpi -
: YaeTpaduonerosbie  criekrpal MCnbiTyemoro
pacteopa w pactsopa CO edpdapHra Hatpus s Cocrsercrayer
ofnact oT 220 po 400 A AoAMELl HiMeth -
MBaKCHMYM H MUHKMYM NOCICIEHHA NpW TexX He
BAMHAX BONH (12 HM). -
q i TeX )

: flaTHO Ha RpoMaTOrpaMate MCTEITyemara pacTeqpa.2

N0 NOJOHKeHUln; NOrAoWEHHD B .Yd:cBate u CooteeTcTByaT
8efIMUMHE  JQ/BHHO  CODTBETCTHOBATL NATHY HA
‘Xpematorpamme pacTeopa COBC 1. sapdapusa
HaTPHA.
Pacteopenue [P, vb-cnerapodoromerpun
' He meHee BO 5% (Q) CuthsNaO. (sapdapyima Hatpua) | 102 %
uepes 30 MUH. )
PogcTsernie npumecy 1 TCX .
4 ruppoRcuKymapun — ve Gonee 0,1 %4, He oBHapimeko.
: (E)-4-penun-3-Byran-2-o00 —He Boned 0,19, He oBxapyieno
' EfMHKYHAA HeWNeHTUDULIMPOBaHHAR NPKMECcy — He
6onee 0,5 %, . tMenree 0,5 %
Cyrma HeUARHTHOMUNPOBAHHBIX NpUMECeH — He
_ o | 6onee 1,0 %. ’ Y Menea1,0%
T OmHopogHocTe fo3upoBatvs | [ Pe, crogos 1, Ye-cnexrpodoTtomernpua
: AVS15,00%. . B,1%
{ Honwuecteennoe Yo-cnextpodotometnun , .
onpepeneHie OF 2,25 po 2,75 wr CiehiisNaOs (RapdapuHa natpua) 2,60 mr
‘ o s TabAeTHe, - :
: MHkpoGHOnbmuecﬂa‘n untiota | F& Pd Kateropua 3 A,
{ O6wee Yuciio aspabHuix 1 .
MHWKPOGPIBHUIMOB B 1 T; He 6onge 1+ 10° KOE/ rfan; medee 1 -10VKOE
Ofiiee YHCNO APOHURERLIX W ) . :
qnAecHeesix rprGoE B 15 He Bonee 1+ 102 KOE [ r/mn; meHee 1-10TKOE
Escherichiacolielr. OTCYTCTEME B 1 1/MA orcyrcteyer ,
YNaKosKa flo 10, 50 vabnetok B KOMTYpHyin suedikoRyio | Mo 50 TaBAeTOK B ROMTYPHOM AueliKoaciH
YNAKOBKY W3 MASHKA NOAMBURWAXAORNKMAHOA, AwbD | YNaKoBHe U3 NASHKM NOAMBHUHIHAUIOPKGHOH N |
NABHKH donbru 2AIMUHUEEOR neyaTHoH -
NOAHBNHWARACD HAHOE/NOAMBMHWMASHXNOPHAHOH | AarupOBIHHOM,
9 DO/LIM AMOMUHKEBON NEHaTHOR NRUPOBANKDIM. | 2 KOWTYPHbIe AUEiiKGBLIE YRANOBKH BMECTE C
Wai no 10, 50 tabneroi B ROHTYpHyi0 AueiKosyid | MHCTpYKUMeR No MEaUUMHCKOMY DEMMEHEHNIO
YNAHOBRY M3 Matépuana KoMOMHMpOBaNHOrO Ha | [AWCTOK-BKNBABIL] NOMBWEHLT 8 KAPTOHKYIO
ocHoBe  OAbrM  (TPEXCAOMHLIA  MaTepkans, | ynarosky-(nauky). )
BRAKCHNBIOWMI aAMUHHEBYIO BONLTY, NAEHKY W3 '
ONUEHTNPOBRAHHOID HoAUaMNAR,
NOAMBMHWAXADPHAHYID ™  naeRiy) W doasri
| aMOMHHHEBOE NevaTHoi NaKMpOBALHOMN.

L,.2,3,4,5 an 10 KOHTYRHBIX AHERHOBLIX YITAROBOK
BMECTE €  WHCIPYKUMEN NO meguuMHCHOMY
npuMexeHo  (AMCTOK-BRARAMIL)  nomeuwlalor B
- Kd PTOHHYI0 YiaKoBHY (naury).
MapHipoexa Ha HOHTYpHol adeiikoBol  ymaroske (6GaWctepe) | Ha xokrypHoll ayelikoaod ynakosre (Gauctepe)
Odopieno: Manioea O.IL ' ' Crpanuuar L us2

PagyauTaT HOHTpOAR'
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SATHNEBTI fuuensna Mukucrepciaa Npombuinessoc v Toproanw PO No 0D176-A1C
yKa3blsa0T TOprosoe _ HAWMeHCBaHWe | yKasana . TOprosoe HAWMEHDBAHME:
nekapereensoro  mpenapata  {cdenagaer | AeRapCTBEHROrO  ApEnapara {cosnapaer ¢

‘ : MERAYHAPOAHLIM HENATRHTORAHKWBIVM | MEeHAYHEPOAHEIM HENaTeHTORAHHBLIM
HaumeHoBaHuem), NEKaPCTEEHHYIO dopMy, | HAMNMEHOBAHMEM), NeHARCISEHHAA  GopMa,

. AD3UPOBRY, HaAWMEHDBaHKe Agprarens | po3UpoBKa; HaUMEHo BaNKne AepHaTENS

. PeruiTpaumnoHHoro YADCTDB2pEHUA: W | RETHCTPAUVOHHOD YyAoCTOBEpaHUA 7]

) HIWMEHOB2HME NPOU3BOAMTEAA  JIBKEPCTBEHHOTQ | HAanMeHoBaHHe NPOWM3BCANTENR

npenapara, HOMEpP cepin (BHnioHalOWMI MECAL, ¥ | /IBKAPCTBEHHOrO Npenapard, HOMep Cepui
rOf POM3SOACTBA), AATY MCTENEHHA CPOKE MQAHOLTY _{BKaoHIOWHA; MACALL W [OA TIPOM3BOACTHA),

. {mecsu i roal.. . ATA MCTRHEHHUA CPOKA TOAHOCTH (MeCAlL ¥ rop).
- Ha naprosMoli ynakoeHe ({nauke} ysaameaor | Ha HapToHHOM ynawoske (naure] ykasako
TOproeoe HaUMeHOSaHKe /IGKAPCTBEHACIO | TOProBoe  HaWmeHoBanue NeHapCcTBEHHOMD
openapaya  (comnapger C MexayHapoaHuM npenapara-~(coanagaer C  MEKAYHIPOHHLIM
HenarTeHToBaHHbIM HanMeHuBankeM], | HenaYeHTOBaHHBIM - HaWMeHORIHKEM),
HIMMEHOBIHME  AEDKATENR  PRIMCTPaUMCHHOIO | HANMEHOBAHWE ARMIKATERA PErUCTHALIMORHOID
-,r,qocmaepeunn {coshapaeT C HaWmeHoBaHWem | yAolrosepenva U HaumeHoeaHKe
NPOM3BOAMTENR), -agpec’ NPOMIECAMTENR | NPOM3EDAUTEAR NEHAPCTBRHHOIG Npenapata,

NIgR3PCTBEHHOTD Npenaparta {coenasaer ¢ appecoM | 3ApEC  NIPOM3BOAWTENA negapcraenHafo
ASPMATENs  PETHCTRALMOHHDMD yaocrosepemis) | npenapara  [cpasa, -oBsacts, FOPOACKOH
{cTpawa, obnaery, ropop) (anA naowapku 000 -oRpYr), -2APEC AGPHATENA PErHCTPALMOHHOTD
«Q301»), “HammeHoBaHne AepHaTens yp.ocrcaepeuus' {cTpana), a/exTpoHHNS aapec
PETKCTPALUMOAROID * yAocTOtEpeHNA v | ¥ cally npouaaop,menﬂ,(neuapcraeHHasz $opma,
HEMMEHOBaHME TPOMIBCANTEAR NEKAPCTEEHHOMD p,oauposxa, KOAMYRCTBD TabABTOK B YNAKOEBKE,
Npenapata, agpec NPOM3BOAUTENA JIBKAPCTERHHOTO.: WHOOPMAUMA O COCTABE  AERAPCTBEHHDIO
npenapata (cTpawa, - obaacTy, TopoatHol oipyr), | npemapara  (Haumenosanne  AelicTayiouero
appec Aepiatens PErMCTpaLMOHHOro | Bemecisa W ero  KOAMHECTBD, NEpeueHb
YAOCTQBEPRHUA {cTpana) (p.na NAWE AR 000 | scnomoratensHul®  BelecTs), HOMER cepuy |
2030 hapmnr}, 2neHTPORMLH agpec M calit | (BrnuOWMA Mecaty W FoA npow3eogcTsa),
npou3soauTENA, AEKAPCTERHHY D Gopmy, | ApTa UCTed9eHMA CPOK3 [OAHOCTH (roped go:
poavposky; Koswdecteo TabneroH B ynakoeke, | mecay M rof), ycnoeus xpaHewun, cnccol
MHGOpMaLMIO 0.COCTaBE JEKaPCTREHHOrD NPeNapata | NpMMeHeHud; «nR Npuema BHYTPhI, YCAOBKA
{Haumencsanme REACTOYIOUErO BRWECTBA W €rO, | OTRYCKa, HoMep perveTpatMoHHore
HOAMHECTBO, NepeyeHi BCIDMOraTensHuix BelecTs), | yAocTosepeHus,  AOroTHN NpOK3BORMTENS,
HOMep cepun  (Skaousioni  mecall W TOA | dapm-koa, WTPMXOBOR OB,  ARYMEPHbIR
'npoassop,craa}, AATY WCTeUeMVA CPpoMa roaxocTv | wrpwxoeol Kof € yacTMdHGH pacllvgposKoi
[ropex A0F MecAL U ToA), YCNOBUA XpaHeHia, tnocob | whdopmaliuy, copjepmatieRcs 8 AByMepHom
ngumeHelMa:  «ns  Dpuema BHYIpLY, YCADBHA | WTPHXOBOM KOAR, wCMOTPM  UHETPYRLIO MO
OTNYEK3, HOMEBP PEFUCTRAUMOHHOrO YAOLTOBEREHHR, | MEAUUMHCKONY npumeHersio . (AMcTon-
ADrOTAN NIPOMIROAMTENA, “dapm-ROA, WTPHXOROH | sHaapbwile, dHe NPUMEHETH NO WCTEYEHUA
KoA, ABYMEPHBI lITPMXOBOH KOA € NOAHOW Wy | CpoKa FOAMCCTHN, «XpPaHWTb B HEADCTYNHOM

yacTuduoh pacusppoBroi uHbopMallin, | AAR peTed mecten,
CofiepalLieRita B ABYMEPHOM ITPUXOBOM XORE UAM | QOnoAHWTRALHA  HA KafiTORHOW  ynaxosxe
e3-Hero, «CMOTPH HHCTPYKLMID N0 MERMUMHCROMY | [mayke) ApoAYSAMPOBANEI TORTOEne
Lo NpUMEHEHKEID ‘nmmx-aunagblmj», tHe npuMeHATL HaUMEHOBAHME [ 003UBOBHS c
. MO WCTEMEHMM CPORA [OAHOCTAN, uXpaHuTe B | MCNOAL30BAHNEM wpudta Epaiis.
HEAOCTYNHCM ANA geTeit mecTen. - .

LONOAHMTEALHO Ha' KapTORHOR ynaKoske {nauxe)}
AySAMPYeTCA TOPTOBOE HAMMEHOBAHWE K JO3UPOBKT | ~
¢ MenonbzoBakvem WpxdTa Bpaling.

Cpox rogHoCTH 3 rofR foaeH ao: 03!2026

XpaHeuue B 33u{uuieHHOM DT CERTE MECTE NPH temnepatype He'Bbiwe; 25 9C.

JaknioueHue: coorsernsyet/ He cooTReTCTBYET TpebosaHuam JICP- 008342/10-190620, Mammgi»,«ﬂoz
T [eobroaMmMoR NORYRRRAYTE) . ,

) HaudseHuk ORK / :: - /‘-lyxy'mHa 0.A

Ofopmnerco: Maenoss OI1. i Crpanimm: 212




Junensivr Ne 80176-J1C

€& OZON

CAFMALIEBTIRA

GMP/EAEU/RU/00154-202]

- HA BBUTYCK CCPHH IEKAPCTBEHHOTO MPENapaTa.B Peanru3aluio
(BEOJ B I'payKHaHCKHI 060poT)

Paspemenue

" 30.447(03)

Y

\

Ne 440 or 15 Max 2023 1.

1

HavmMenonalke npenapara Bapipapiur
Mexzyrapoasoe HeNaTeATOBARE0E, HIH TPYIHITHPOROMHOE, Bap_c})apmi
HIW XEMMHecKoe HAHMERoBaHHKe .
JiexkapcTeennan fopMa Tabnetxn
Hosnposka 2,5 mr
DopmMa BLITYCKA Tabnety, 2,5 Mr (KOHTYpHRA sueiikosasn ynakopka) S0 X2
(nauxa kapToHHAL)
Houmep cepru 030423 ,
KomwrecTso " 69120 ynakopox
Jdta Hauasia PoHIBOACTHR 17.04.2023.
Cpox roxguocta / Nopest 1o 3 romg/ 03/2026

Hopmatupnasd JOKYMEHTAUAL

JICP-008342/10-190620, Ham. Nel, Ne2

CepTu(puKaT kadecTsa

440 or 15.05.2023 .

‘HauMenosasne IPoH3BORATENS

‘000 «O30u Gapuy

Anpec TpousnoguTens. (Bee CTaHH TIPOI3BOACTRA, BRMOTAA
BLITYCKAIOMKE KOHTPONB KaTecTRE) ‘

Camapckat 0., £. 0. TonsaTTH, rep'. 033 1T, MarucTpats
3-man. 11, orp.l )

PerncTpauroHH0e YAOCTOREPEHUE

JICP-008342/10

Jlata rocygapCTECHHOMN perHcTpatig 18.08.2010T,
HanmenoBakHe ACp#aTens perscTpainonyoro yrocroseperus| 000 «Osomy
Paspeurersie AeHCTBHTENEHO 40 03/2026

KommenTapu

———

TipueelicHHas Bsine MHGOPMBUHA ARMACTCS AGCTOBCPHOH ‘M TOuROM. Cepra  NekapcTRCHHOIO NPeNapaTa Wpomancieda (BRmONAs

ynaxosky (MAPKHPOBKY) H KOWTPONib K&4ECTH2) WA NPOHIBONCTBEHHOMN TUTOMALKE B NOJNHOM COQTBEICIBMH C TpeGOBAHUAME JIALCH3HH,
TipaBwT RATIEAAMEH NPORIBOACTDCHHOK NPAKTHRH, PLrHCTPALHONROIO LoTse, 3aUMCH MO NPOHIBOACTAY, YNAKOERC ¥ ROHTRAIMO KaueeTna

NPORCPCHE], H YCTAHOBIICHO HX COOTBETCTEIE TPEHOBANIIM IMpasun saanexantel npomsom:?trii»npmmmu.

K BBOJIY B TPAXCIAHCKNMA OBOPOT PA3PELIEHO: 70
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Crpanuua: 1453 |



«CBefieHuA 0 BROAe B FPaXAaHCKMil oBopoT B Poccuiickoi defepalii NeKapcTBeHHLX CPeICTB Mo COCToAHMo Ha 06.12.2023

10:06»
B CUEPE 3APABOONPAHEHHA
Cprammnampma, Homep Homep, mata
hvm....”n_-n 5 AHC Toprasoe NusMeuntme mp o Crpana &) [ Hepmarnagas poxymenranua BLITCTHAMAG B CepL, paspemtras na
Apas pa KouTpOIL) rpaxaanckHi oboper mpTHHE Han
Bappapini; Talneria 2.5 mr 50 ., OfmecTea ¢ arpanayesioli Ofmecteo © orpasmacuEol JICP-008342/10-190620; Mo, Jel 5
15.05.2023 L ypHue (2) “O3cn Tapa” .Poccna OTBETCTRHROCTIO "Crott Dapi” {000 JICP-D08342/10-190620; Hor. No) & 000 0301 Papu” 030423
RASKH RApTORHSE! ~ (000 "hon Qapu™) " Ooon Dapu”), Poceus JICP-003342/10-190620




