Jlnmewmsua Ne JT012-00102-77/00010730

% Mo GMP/EAEU/RU/01313-2024
'OZON Pazpemenue
BAPMALIESTHKA Ha BRIITYCK CCPUH JIEKAPCTBEHHOTO [penapara B peanusanyno
3447104
Nel4784or 25 1L 1 ¢
Hanmenosarrie npenapata Moxconumun
| Memaysapontoe HenaTeHToBANNOE, KN rRYHORPOBOYHOE, Moxkcormaun
PITH XHMPMECKOE HARMEHOBARME
Jlexaperaensias Gopma TalneTky, NOKPHITHE TIEHOUHOH 050N0IKOH
Hosnporxa ' 0,4 mr
Dopma BEIMYCKA ‘TAGNETKY, IOKPHITEIE IIeHOYHOMH oﬁomqicdi»‘i 0,4 mr
. ) _ (xouTypHas sagiikoBds ynakosxa) 14 x 2 (nauka KaprouHas)
Homep cepamr 351175
KommdceTso 61 840 yraxosox
Jata nadana upoussogcTRa ) 08.11.2025
Cpox ronsocti /. Loaer 1o 3 rona/ 1072028
Hopmarusyag HOKYMeHTAlws _ JITI-Ne(002223)-(PT-RU)-210423
Cepraduxar kavectsa cepru 14744 0125.11.2025
_Hawmenopaime nponssomurens 000 «Oz0u»
AZDEC IPOHSROIATENY {B¢e crafun nponssojcTRa, BImouas | Casmapekas 06T, r.0. FKuarynesck, v, XKuryaescx,
BEIYCKAXOHUI KOHTPOITL KauecTsa) -yi. Duppoctponteneli; 1. 6
Perucrpanyotnoe yaocroeperns | JITT-MNe(002225)-(PT-RU)
| Hara rocynapersernol pernerpams 21.04.2023
| Hanvenosanue gepidsens perncrpanuommoro yrocrogeperys | 000 «ATOmY
Paspemenue nelcTauTensHo 10 - 10/2028
Kommenrapuy ' ' —

Tlprisoneunas pume nuhopmamis asaseres J0CToBEpHOlt 1 TouwoH. Cepun NekapcTREHHOLO nipenapata  npoRkReIcHa _(sz,d‘noqas :
YTIaKosky (MAPKHPOBKY) M KOHTPONS kauecrsi) Ha NPOUIBONCTECHHON N7OIM@/KE 8 NONHOM COCTBETCTEMM ¢ TPeboBANMmMM THLCH3NH,
Tlpasus wagnemamet TIPOUSHOACTBEHHON TIPAKTHRY, POIHCIPAUMOHNOre Jotse: Jarmcy o HpOH3BOACTBY, YIAKOBKE ¥ KOHTPOMO KayeoTRa
VPOBSPENSY, H YCTAHOBIEHO UX COOTECTOTRUE Tpebonanmay TIpany HaTeKamEH NPOHSBOACTBCHHOH MPAKTHRL

TIPOLIYKLAS PASPEIEHA K PEATU3ALIAN: i Tta O Her
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QAPMALEETYHLA

Mecto Haxomgenus: 000 «Qaomy, 445351, Camapcxan oba., r. Hurynescy, ya. Necoundn, 3. 11
Mecry o_‘cyu;‘e‘crane'mm')1Muena‘wpyemo;f&i,qemgnbao;:m: 000 «Oz0ry, 445351,- Camaperan obn., 1. 0, Murynesex, r. Wuryngscr, ya,
Tuppoctpowtenes, g.6;7en. +70874595991, +79874553992, (84862) 28000, daxc {84862) 341-09;

Nuuensna Munuciepcrsa MpomstiwnertocTn v Toprosay PO Ne JI012-00102-77/0001073¢

Cepriturar kauecTsa cepun Ne 14744 ot 25.11,2025

Mokconyam, rabnerkn, nokpbivsie riienourol 06onouxoit 0,4 mr

Prosge. BARNE P iR £

35 HOPMa, ROSMPOBKA

r;emapauwowo'e yaocroseperve JIN-Ng{002225)-(Pr-RU)

Homep cepun 351125
flate navana npoussoacres 08.11.2025
Konnuecrso 61 840 ynaxkosoy

Axanua sbinonstex no HOPMaTUBHOMY LOKYMEHTY

/I0-Ne(002225)-{Pr-RU)-210423.

Mevos XouTonons

HaumeHoBaHMe noKasaTens .
: HOPMaTUBHOE 3HaueHue

Pe3syavbrar KOHTROAR

" Onucanve Buavansnsiiz
Kpymslé  ABOAKOBLINYRABIZ TabeTio, noxpeiThie | Kpyimibie  ABodAKOBBINYRALIE  TabneTxy,
NAGHOYHOH 060 aouKol Benoro uaii nouTy Beroro UBeTa. | NOKPLITHIE nneHouHolt ofongunell ‘Benoro
Ha noriepeusom paspese sugHsl gesd CAos -~ apbo | usera. Ha nonepeykom pazpese. sufH aga
Benoro wan nodtd 6eACIO UBETE W NAeHOYHES | Cros —. appo Genoro HPETA 1 NAEHOYHER
v 00004Ka, 0BoRouKE; ‘
NogasHuocTs BIAX
' Bpems  ypepwvBEHMA  OCHOBHOTO nUKa Ha

XPOMETOTOEMME  MCABLITYEMOrO  PacTBopa  [OMKHO CooTsercisyer
COOTBETCTBOBATL BPEMEHM YAEDMUBAHUA OCHOBHOMD
niKa Ha xpomarorpamme pacrsopa CO MOKCOHUAHE
{pasnen ¢KoauuecTseHroR ONpegeneHen).

Pacsopenve ID.PG BIMX !
He meHee 80% (C1) MOKEOHMAMHE uepes30 MuH. 101%

PoacTeeHHLIE Npritacy. BIMKX
Npumecs A —~ne Bosiee 0,4 % 0,09%
Npumeck B ~He Boaee 0,5 % He oBuapyeno
fipumecs C —ne'Bonee 1,5 % 0,03 %
Npumecy D~ ve 6oage 1,5 % 0,04 %
EBMHMUHAR HEUAEHTUONUNDOBAH S apMMecs — He
Gonee 0,5% 0,05 %
Cymnia npumeceli — ve Soase 3,0%, 0;21%

{ OnHOpOAHOCTS A03KPOBaHIR T P, cigeob 1, BIMX
. AVE1S,0%. 50%

Honudecisényoe onpesenerue BIHX
OT 0,34 mr 20 0,46 mr CsHi2CINSO {moxconmguna) a 8,39 mr
TaBaeTke.

MuxpoBuononiueckas unctora
OBuiee yneno aspoBHbk
MUKPOOpraHmsmos g 1 r
Obuiee YUENO SPOHIKSBLIX 1
naecHeBRIX Tpubos B 11
Escherichiacolis 1 r.

[ PO, Kaverooua B A,

He Bonee 1-10% KOE/ r/ma ;

He Gonee 1-10% KOE/ t/ma;
oTcyreTsue B 1 r/mn

mange 110" KOE

menee 1:10"KOE
oTCyTCTRYST

|
|
I
1

YrawoBKa o 7, 10 vnu 14 TaBnetox & KOHTYDHYIO avelikosyio
YOAROBKY 113 NABHKN NOMBUHUIXAOPUAHOR ¥ Bonnry
HOMUHUEBOM neuaTHOM AaKipoeaHHON,

Ynnm no 10, 20, 30, 40, 50, 60 wnn 100 TaBaetox a-BaHKy
u3 noAvsTHARHYEpEdTANATE, uamn Sanxy
NOAUAPOMUAGHOBYIO,  YKYNODEHRYIO  KpbUWKON w3
NIOAUSTUNRHE BLICOKOTO ABBNGHUA C KOHTPOJEM HEPEOTo
BCKPLITMA, uau  kpoiUKOW  nosunponvsigHosol ¢
CHCTEMON  (HBKETL-MOBEPHYTEY, W KpbitKol 13
FOAMITANSHE HUBKOTO ASBARHMA CROHTPONIEM NEpBOr0
BCKDLITHA,

fonyckaeTts csobognoe  npocTpaHEYBO B BaHke
SANONHATL BATOU MEAMLMHCKON TUIPOCKONMYECKGH.

Ha Banky Haknersalor sTUKETRY LaMORIBAILYIOLA.

Opny Baukywmi 1,2, 3, 4,5, 6,7, 8, 9 wnn 10 KOHTYDHBIX
sueliKoBGIX  ynakoBoK Bmecte. & uHCTPYRUMeR  no
NPUMEHEHWIO  AOMEW3IOT B  KAPTOHHYID  ynaxosky
Inauky).

flo 14 tabnetor & KowTypHok sAuelixossii
YNAKOBKE ¥3 NASHHM NONUBNBUIXACPIAHCNH
u  donerw  aniomusmesoll  nevartnod:
ATKMPOBIHHOMN,

2 HOHTYDHbIC RYENKORBIE YIiaKoBKY BMECTe C
VHCTRYRLUMEN RO NPUMEHEHNIO NOMEILEH! &
RAPTOHHYI ynakosky {rauxy).

Odopuacno: Berosa H.C,

Crpastsua: 1 s3 2
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Mecro-Haxexaennr: 000 «Osony, 445351, Camapekas 06, 1, Hurynescy, ya. Necounas, 34, 11
Mecra ocylgecTanedus AuteH3upyemolt gestensHatt: 000 «O301%, 445351, Camapcxan 064, . 0, FUIVACECK, T, HUTYNLBCR, VA,

EAPAERTHGA  rynoscrpovrenait, A, 6; Ten. $79874505801, +79874599902, (84862) 280-00, dawc (84862) 343-09;
JNungnans Munuerepersa lMpomsiuaenroctu » Toproaau PO N JI012-00102-77/00010730

Maprisposxa

Ha wkoutypdolt  suelfixosolt  ynaroske  (Bawctepe)
YHA3bIBAKT TOProBOe HAWMEHOBAHWE ASKAPCTBEHHOR
npenapard {coBnagaer [ MEMAYHEPOAHBIM
HeNaTEHTOBAHHBIM HAWMEHOBBHUEM), NEKAPCTBRHHYIO
dopMy,  Q03WpdsRy,  Haumenosadwe  géparess
DEFUCTPALMUOHHOTO YADCTOBRPEHUA W HaumeHoBaHke
NPOM3BOAUTRAR NEKAPCTRENHOIO fIPERapaTa, HOMER
cepuy (BRIOURIONUI MECAL, U FOR, NPOKUBBOACTEA), A2TY
UCTEUEHNA CROKA:TOAHOCTY {Mecat, v rog).

Ha aTireTke Gapry yraamsaioT TOProsoe HaumeHoaaHue
REKAPCTBEHHOIO npenapaTa {cosnagaer c
MERAYHEPCAHLIM HEMBTERTOBARHEIM HEUMEHOBAHNKEM);
AéKapcTeeHnye  ‘Popmy,  AOBMPOBRY,  KOAKMHECTED
tabaerok B Banke, cnocob npumenarua: «ns nprema
BHYTOEY, HAMMEHOBEHNE JRMATENR PErMCTPaLMORHOD
YAOCTOBEDEHUA ¥ HZMMeHOBAHNE npoUsBOAUTRAA
AEKApCTBEHHOMD NPENapatd, JIOroTrn Jpou3BoAUTEAR
w/wav ACTOTMD 3akasunkd, aApm-KOp, HOMED CepuYM
{Bunouaiowuil  MECAL, M oL DpOwEsoAcTEa), RATY
WCTE4eHUA CPOKA FORHOCTY (TofeH A0: MECaL 1 rof)

Ha xaproHHoi ynakoske (fauke) YKasuiBRIOT TOprosee
HAMMEHOBRHME NEKEPCTBEHHOTD npenapaTa (cosraggeT
£ MERLYHADOAHDIM © HeNATEHTOBAHHBIM
HAMMEHOBEHMAM], HayMEHDBaHMWE Hapwatens
PErdCTpaLMOHHOIO YACCTOBEPEHUA 1 HaumeHoBaHue
NPOUIBOAUTE/IN  AGKAPCTBEHHOTO npenapata, aApec
DOMEBOAMTENR NEKBPCTBEHHOTC npenapata (cTpaka,
obracts, ropoaj, snekTpowibill  agpec n cadtT
NPOXU3BOAKNTEAR, 3nPer ALPRETRAA PErUCTPRLUMOHHOTO
yaocToepenus  {Crpana),  NeKapeTREHHYID  GOopMmY,
A03MPoBRY,  KOAWMRCTBY TeBABTOK B YNOKOBKE,
uHGOPMALMIO '© COCTEBE ABKAPCTBRMHOTO Apenapara
{RanmeHosaHMe  pelicTeyIOWerc  pelyecTea n o ero
KONMHECTBO, NEpEuEHs BCMOMOTETRALHBIX BEWECTE),
nomep Cepuu  (sRmousiowmii  meday, W fog
NPOKM3BOACTER), AETY NCTEHEHMA CPONE FOAHOCTH {ropex

40T MECAL, B fDA), YCAOBMA  XpaneHus, criocob

npumeHeHus: gfing npuema BHYTRLY, YCHOBKR OTNYCKE,
HoMep. PErUCTPALMOHHOIO YOOLTOBEPEHNR, AOroTUN
fIpouUsBORUTEAR W/uauw ACTOTHM 331@3uuka, dapm-Kon,
WTPMXOBOH KO, ABYMEPHLI WTPMXOBOH Kog ¢ noaHo#
waw  uacTvuHod  pacwudposxolt  uHbopmanuy,
COfePHaBiCa B ABYMERHONM LTPUKOBOM KOAE Uin e
Hero, «CMOTDK MHCTDYKUMID NO NPUMeneHno {nucToR-
Bnapel)y, «He NPBMERATE [0 WCTEHEHMW CpoKa
FOAHOCTUY, ®XPaHWTE B HEAOCTYnHOM  Ana aereh
MEeCTEN.

ZononuuTensHo  Ha  kapronnoll  ynawoske  (nauke)
AYBAVpYRTCA TOPrOBOR HaVUMEHOBaRWe U [OBMPOBKE &
KETONBE30EAHKEN WpMdTa Bpaitna.

Ha HoHTypHOW  aueliHOBOW  YIIAROBKE
{6aucrepe} yHKa3aHo! Toprosoe
HaumeHoBaHue AGKAPCTBEHHOrO Npenapara

{cosriapaet c MERAYHIPOSHEIM
HENBTEHTORaHHbIM HAUMEHOBRHVEM),
AEeRapCTEEHHan hopma, LOBNPOBKE,
HaMMBHOBAHNKE LepwaTens
PErMCTPALMOHHOMD  YADCTOSepeHUA “
HaumeHosaHUe npouspoanTeNs

NERAPCTBEHEOIC NPENapaTa, HoMep cepuu
{sraouziolMiAz MBCAL 1 O TIPOUSBOACTSE),
£aTa MCTENEHVR CPOKE FOAHOCTH (Mecay u
roa).

Ha «apToHHOi yraxkosKe {nadke) yHasado:
TOPFOBOE HAUMBHOBIHME AEKAPCTBRHHEIG
npenapata (COBNAAAET C MEMAYHAPOAHBIM

HENATEHTOBARHEIM HAUMBHOBARNEM),
HaumenoBaHue Aeparens
PErvCTPaLOHHOID  YAOLTOBEpEeHWS %
HAMMEHOBRHUE ApOUABOAUTENS
SIEKAPCTBEHHOIO npenapata, - agpec

NpoM3soauTENs NekapeTReREoro Npenapara
{cTpaka, OBARCTL, TOPOG), BAEKTDOHHBI
appec @ calit ripoussommTens,| anpec
LepwaTens PerHCTRRLACHHOTO
yaocroseperus  (cTpanal, nexaperaeHHan
dhopma, Je3MpoBKe; RoMMHecTE0 TabneTok 8

‘ynakosKe,  MHOOpMaus. 0 COCTABE
REHAPCTBEHHOD NpENapaTa .
(HaumeHOBaHKE 4eMCTBYIONMErD BRILECTES ¥
ero. KONMMYErTB, nepeveHs

BCOMOTATEIbHBIX BEWECTs}, HOMED cepuu
{BrAOHaOWAN MecAl 1 rof fipon3soacTsal,
A3Ta BCTeUsHKA CPHOKa POAHOCTH {roger ao;

‘MECAL, W fOf), YCAOBMA XpadeHua, cnocob

OpUMEHEHWAT  «llig  npuema  BryTRbY,
YCROBUA OTNYCKE, HOMED PErUeTPauMOHHOI0
YOOCTOBEpRHYA, NOTOTMI TIPOV3BOAUTRAR,
dapM-ron, WIpMXOBOR KOD, ABYMEPHBIA
wrpnXosoi HOR, c YCTIHHOMR
pacwudpoaxoh undopmaumy,
CODEPAILICA B8 ABYMEDHOM WTPHXCBOM .
Koae, «CmoTpn WHCTRYRUMIO no
npumenedmic  (mMcToiesrmaabIn),  §He
TIPUMEHATS-NIO. HTTEUEHMY CROKS TOBHOCTYY,
QAPEHUTE B HEADCTYNHOM  ANR aerei
nMecren, |

JORCAHMTEABHO HA. KAPTOHHOR y.;nar(c'axe
{nauxe) npoayGauposassl Toprosoe
HaumeHoBaHUe w AOBNPOBKA ¢
wenosissosatuem wondTe Boaiins. |

CpoK roasocTu

3 ropa

Fogen go: 10/2028 |

XpaHeHue

Tipy TemnepaType He soiwe 25 °C,

Bannoueune: COOTBETCTBYET/HE COOTBRTCTBYET tpebosanuam JiM-Ne{002225)-(Pr-RU}-210423

{reobxoaneioe HOaURpitHYTL)

Opopwieno; begopa H.C.

HauanbHuK-OKK: //%/”ﬁ(/npmma ne.

Crpasia: 2u3 2




«CBefieHnn, BHeCeHHbIe B aBTOMaTN3MpoBaHHYI0 MH(POPMaLMOHHYIO cucTeMy Poc3gpaBHan3opa nepej, BBOAOM B
rPaXAaHCKnin 0dopoT cepui, NapTuin NeKkapCTBEHHbIX CPeacT/ IHopMauma o BulgaHHbLIX PoC3apaBHaA30poM paspeLeHnax
Ha BBOJ B rpaxaaHckui odopoT B Poccnnckon ®epepaymm cepun nam naptTmm MMMyHOOMONOrM4ecKoro IeKapCTBEHHOIO
npenapata, rno coctoAHuo Ha 17.01.2026 09:15»

GEAEPAABHAR CAYXBA 10 HAASOPY
3

i
SAPABOOXPAHEHMA

JlaTa BHeceHHs B Ipoussomurens Oprammamss, Homep Howmep, nara Hisceaa o
AHC T P BbINYCTHBINAS B usbaThn JIC
'0pProsoe HAHMEHOBAHHE (BBIMy CKAIOMHHA Crpana CaefieHHs 0 CTaAHAX POH3BOACTBA HopMmaTHBHAS NOKYMEHTALHS e — CepHH, paspelieHns Ha (s
Poc3npasnansopa KOHTPOJIb) PO s NapTHH Hin Wiy
obopor nmara)
- ObBuwecTso ¢ orpannyenHoi oTseTcTBEHHOCTHI0 "TIPAHAD®APM"”
OKCOHH, 5 Td KH,
M HH; Tabretxu ) (000 "TIPAHADAPM"), Pocens (Tpoussoautens (rotopoii JI®)):
MOKPHITHC MUICHOYHOA Oéll.[CCTBU € OrpaHHYCHHOA - " "
SBORS kG 010 S T RHIOET OBuecTBo ¢ OrpaHUYEHHOM OTBETCTBeHHOCTHI0 "TIPAHA®APM 000
04.12.2025 i N " " < < < - No -(PT'- % 2 25 5
yraKosKs AYeHKOBME "TIPAHA®APM" (000 Poccus nggqlﬁﬂ:\:;;f;l\g g[ﬁ’s::;;:i?::;:::;(::;oﬂum1\ (8 JITI-Ne(005781)-(PI'-RU)-140624 "[IPAHADAPM" 1351125
xouTypamic:(9), Mac TIPAHA®APM") otBercTBemtocTsio "TIPAHAGAPM' (000 "TIPAHADAPM"),
KapTOHHbIE/ ~
Poccus (Y nakoBmuk/pacoBiumK (BTOPHUHAS/ TPETHYHAS YNIAKOBKA))
Mokconnann; TabneTKH, OOGmecTBo ¢ OrpaHUYECHHOR OTBETCTBEHHOCTHIO "O301" (000
MOKPHITHIE MICHOYHOH OBiiscTib C orpaAGEIHbH "O3on"), Poccusa (Ilpousoautes (rotosoit JIP)); Obmectso ¢
a5 obonoukon 0.4 mr 14 wr., " P " " orpaHuueHHoi oTeeTcTBeHHOCTHI0 "O30H" (000 "O301"), Poccus - i
25.11.2025 . OTBETCTBEHHOCTHIO "O30H Poccus . ) JHI-Ne(002225)-(PT-RU)-210423 000 "O3on 351125 -
YMAKOBKH SAUEKOBble (000 "Onont" (Y nakoBuHK/pacoBuMK (B NepBHYHYI0 yNakoBKy)); ObmecTtso ¢
KOHTYpHbIE (2), naukx OrpaHMueHHO# oTBeTCTBeHHOCTHI0 "O301" (000 "O30n"), Poccus
KapTOHHbie/ ~ (Y nakoBuMK/hacoBIMK (BTOPHUHAS/ TPETHUHAS YTAKOBKA))




