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DAPMALEBTMKA

Mecto Haxomaerua: 000 «O30H», 445351, Camapckan 06, r. Murynesck, yn. Mecoynas, 34, 11
MecTa ocywecTaneHua TMueH3upyemoli geatensHocu: 000 «O30H», 445351 , Camapckan 061, T. 0. urynesck, r. Hu rYNEeBCK, Y.
MmapoctpouTened, . 6; Ten. +79874599991, +79874599992, (84862) 250-00, dakc (84862) 341-09;

Ninuensua MuHucTepcrsa NpomblwsieHHoCTH M Toprosau PO Ne /1012-00102-77/00010730

CepTudurar kavectsa cepuu Ne 15998 or 25.12.2025

MokcoHMAUH, TaBNETKM, NOKPbLITbIE NAeHOYHOMK 060104KoiA 0,2 Mr

Homep cepun
[ata Hayana npoM3BOACTEa
Konuyectso

AHa/13 BbINONHEH MO HOPMATUBHOMY AOKYMEHTY

TOproBoe HaviMeHoBaHWE NeKapCTBEHHONO Npenapara, NeKapcTeerHaA Gopma, 403MposKa

PerucrtpayunoHHoe ypocrtoseperue /IM-Ne(002225)-(PT-RU)

481225
07.12.2025

30 310 ynakoBOK

J1N-Ng(002225)-(Pr-RU)-210423

HaumeHoBaHWe nokasaTena

MeToa KOHTPOAS
HopmartusHoe 3HavyeHue

PesynbTaT KOHTPOAS

OnucaHue BuayanbHbIi
Kpyrabie  ABOAKOBLINYK/Able TabneTtku, NOKpbiThie Kpyrnbie fBosKoBbINYKAbIE TaBAETKY,
naeHouHoW obonoykoit Genoro wau nodti Benoro NOKPLITbIE NNEHOYHOM 060N104KOM
uBeTa. Ha nonepedyHom paspese BUOHbI 4Ba CNOA — | Benoro wBserta. Ha nonepe4yHom paspese
Aapo 6enoro WK nouTk Benoro LBeTa U NAeHoYHan ABa cnos —aapo 6enoro ueeta u
obonouka. naeHo4YHan 060a04Ka.
NMoannHHOCTL BIMXKX
Bpema  yAepMBaHMA  OCHOBHOMO MNWKa Ha
XPOMATOrpamMmme MWCMbITYEMOrO PacTsopa O0/BKHO
COOTBETCTBOBaTL BPEMEHW YAEPMUBEHUA OCHOBHOTO CooTseTcTByeT
nuKa Ha Xpomartorpamme pacTeopa co
MOKCOHMAMHE (pasgen «KonunyecTseHHoe
onpepeneHuen).
PactsopeHue ['® PO BIMKX
He meHee 80% (Q) mokcoHuarHa Yepes 30 MUH. 97 %
PopcTeeHHbIe npUumect BIHX
Mpumeck A — He bonee 0,4 % 0,06 %
Mpumecs B — He Bonee 0,5 % He obHapymeHo
Mpumecs C— He Bonee 1,5 % 0,01%

Mpumect D — He Bosiee 1,5 %
EAMHWYHAA HEUOEHTUOUUMPOBAHHAA NPUMECE — He

He oBHapymeHo

bonee 0,5% 0,08 %

Cymma npumeceii — He Bonee 3,0 %. 0,27 %
OAHOPOAHOCTL [03MPOBaHKA [P P, cnocob 1, BIXKX

AV<15,0%. 2,5%
KonuyecTseHHoe onpegeneHue BoXKX

070,17 mr go 0,23 mr, CoH12CINsO (moKcoHuauHa), B 0,19 mr

Tabnetke.

Murpobronoriyeckas yucToTa
O6uee 4ueno aspobHsix
MWKpoopraHMamos s 1r;
Ob6Lwee YUCN0 LPOMIKEBLIX U
nnaecHesbIX rpuboB B 1 T;
Escherichiacolis 1.

[P PO Kateropus 3 A.

He bonee 1-10° KOE/ r/mn ;

He Bonee 1-102 KOE/ r/mn ;

meHee 1-10" KOE

meHee 1-10" KOE

oTcyTCTBME B 1 /M. OTCYTCTBYET

Ynaxoeka Mo 7, 10 nan 14 tabnetok B8 KOHTYPHYH A4elikoByw | o 14 TabAeToK B KOHTYPHOW AYeiKOBO
YNaKkoBKY W3 TMAEHKM MOAMBMHUAXNOPUAHOW # | ynakoske u3 nAeHKK
donbrv aNOMUHWEBOW NEYaTHOM NaKMpoBaHHOIA. NOAUBUHWAXAOPUAHOM " donbru
Wan no 10, 20, 30, 40, 50, 60 uam 100 TabneTok B | aNOMUHMEBOMW NEYaTHON NaKUPOBAHHON.
BaHky M3 nonusTMneHTepedTanata, MM BaHKy | 2 KOHTYPHbIE AYEHKOBBIE YNAKOBKM
NOJMNPONMUNEHOBYIO, YKYMOPEHHYID KPbIWKOM W3 | BMECTE C MHCTPYKUMEH MO NPUMEHEBHMIO
MO/IM3TUAEHE BbLICOKOTO [aBAEHMA C KOHTPONEM | MOMELWEHbl B KapTOHHYIO YNaKoBKY
nepsoro BCKPbLITHA, nnu KPbIWKOX | (mauky).
NONWNPOMNMAEHOBOM  C  CUCTEMOM  «Hamare-
NOBEPHYTL», UM KPLILUKOM U3 NOAUITUARHE HAZKOTO
[aBNeH1A C KOHTPONIEM NEePBOro BCKPLITHA.
Honyckaercs csoboaHOe MpOCTPaHCTBO 8 BaHke
33M0JIHATL BaTOW MeAWMUWHCKOM rArpocKonMyecKo.
Ha BaHKy HaKnNenBaloT STUKETKY CaMOKNEALLYHOCA,
OpHy banky wnm 1, 2, 3, 4,5, 6, 7, 8, 9 unm 10
KOHTYPHBIX ~ AYEMKOBbIX  YNakoBOK  BMecTe ¢
MHCTPYKUMER MO NPUMEHEHMIO MOMELAT B
KapTOHHYO YNaKoBKy (naury).

MapK1poBKa Ha KOHTYpHOW sueliKoBOM ynakoBKe (6suctepe) | Ha  KOHTYpHOW 8YeliKOBOM ynaKosKe

Othopmneno: Benosa H.C.

Crpanuna: 1 w3 2
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MecTo Haxomaenua: 000 «O30H», 445351, Camapckas 06.., r. *Murynesck, yn. Mecounas, 34, 11
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CAPMALEBTMIA

TmopoctpouTeneit, g. 6; ten. +79874599991, +79874599992, (84862) 290-00, daxc (84862) 341-09;

Nuuensns MuHucrepcrsa MpomeiwnensocTy v Topresau P@ Ne /1012-00102-77/00010730

yKasblBatoT Toprosoe HauMeHOoBaHWe
NIEKapCTBEHHOTO npenapaTta (cosnagaer C
MeayHapoAHbIM HenaTeHTOBaHHbIM
HauMeHoBaHWem), NEKaPCTBEHHYIO bopmy,
O03UPOBRY, HammeHOoBaHue Aepxartena
perncTpaumroHHoro YOOCTOBEpEeHHUS ]

HaumeHOBaHWe TMNpPOU3BOAMTENA NEKAPCTBEHHOro
npenaparta, HOMep cepuu (BKAHOYAKOIWMA Mecal u
rof NPOM3BOACTBA), DATY MCTEUEHMA CPOKa roAHOCTH
(mecsau v roa).

Ha 3oTMkeTKe  GaHKM  YKas3biBalwT  TOProBoe
HauMeHoBaHKe /IEKBPCTBEHHOMD npenapata
(coBnagaeT ¢ memayHapoAHbIM HEMNaTeHTOBAHHbLIM
HaumMeHoBaHWem), NEKaPCTBEHHYIO dopmy,
[O3MPOBKY, KOnM4yecTso TabneTok B BaHke, cnocob
NPUMEHEHMA: «dna npvema BHYTPbLY,
HauMeHOoBaHWe  aepyaTens  perMcTpaumoHHoro
YAOCTOBEPEHUA WM HauMEHOBaHWEe NpPOM3BOAMTENA
JIeKapCTBEHHOIO npenapara, norotun
npovu3BoaMTeNs W/WAW NOTOTMN 3aKasuuka, dapm-
KOL, HOMEp Ccepuu (BKaHaloWMKA mecal, U rog
NpoOM380A4CTBE), OaTy MWCTEYEHMA CPOKa rogHOCTH
(ropeH po: mecau 1 rog).

Ha KapToHHOW ynakoBKe (nayke) yKasbiBaloOT

Toprosoe HaMMeHoBaKue NEKapCTBEHHOIO
npenapata  (COBMagaeT € MEXAYHapoAHbIM
HeNaTEeHTOBaHHbLIM HaumeHoBaHKem),

HauMeHOBaHWe  [OepwaTensa  PerucTpauMoHHOro
YOOCTOBEPEHMA M HAMMEHOBAHWE NPOM3BOAMTENA
NeXapCTBEHHOrO MpenapaTa, aApec Npou3soauTens
fNlexkapcTBeHHOro npenaparta  (cTpaHa, obnacts,
ropoa), 3NeKTPOHHLINM aapec v CalnT NPOM3BOAUTENS,
agpec Aepwarens PErMCcTPaLMOHHOIO
YAOCTOBEPEHWUA (CTpaHa), NeKapCTBeHHylD dopmy,
[0O3MPOBKY, KOAWMYECTBO TabnNeToK B8 YMaKoBKe,
uHGOPMALLMIO O COCTaBe NeKapCTBeHHOrC npenapara
(HaMmeHoBaHWE AEWCTBYIOWErO BeWecTBa W ero
KO/IMYECTBO, NepeYeHb BCrOMOTaTENbHbIX BELLECTB),
HOMEp cepuM (BRAKOYAOWMKA Mecsl W rof
NpoM3BOACTBa), AATy WMCTEYEHMA CPOKa ToA4HOCTM
(ropeH 4o: mecaw v rog), ycnosua xpaHeHua, cnocob
npumeHeHuMa: «[na npuema BHYTPb», YC/AOBUS
OTNYCKa, HOMEP PerucTPaLMOHHOrO YA0CTOBEPEHUA,
NOrOTMN NPOM3BOAMTENA WM/WUNKM NOTOTUN 3aKasumKa,
bapm-Kog, WTPUXOBOM KOA, ABYMEDHbIM LITPUXOBOW
KOA C MOAHOM WAW YacTUYHOW paclupoBKOiM
nHbopmaumK, COAEpHalencs B  OBYMEPHOM
WwTpMx0BOM HKope waM  6e3  Hero, «CmoTpu
WHCTPYKUMID MO NPUMEHEHWIO (NMCTOK-BKAAAbIW)»,
«He npMMEHATL NO WCTEYEHMM CPOKa TOLHOCTMY,
«XpaHuTb B HEAOCTYNHOM ANA AeTel mecTey.
[JononHWTeNsHO Ha KapTOHHOW ynakoBKe (nauxe)
Ay6nupyeTca TOProBoe HaMMeHOBaHWe W A03MPOBKa
C MCMosb30BaHMem WpudTa bpaing.

(6nmcTepe) yKasaHo Toprosoe
HanMmMeHOoBaHwue /IeKapCTBEHHOTO
npenapara (cosnapaer o
MEMAYHaPOAHBIM HenaTeHTOBaHHbIM
HaumeHoBaHWeMm), NleKapcTBeHHan
dopma, [O03MpOBKA, HaWMeHOBaHMe
Oepatens PEerkcTPaLMOHHOro
YAOCTOBEPEHMA 7} HauMeHoBaHue
NpOM3BOANTENS NeKapCTBEHHOTO

npenapaTta, HOMep cepuu (BKAKOYaoLWMA
MeCcAl, M roj npou3BOACTBa), [AaTa
WCTEYEHMA CPOKa roAHOCTM (mecau w
roa).

Ha KapTOHHOM ynakoBKe (nauxe) yKasaHo
TOproeoe HauMmeHoBaHue
NeKapCTBEHHOTO Npenapata (coBnagaet ¢
MEMAYHaPOAHbLIM HEMaTeHTOBaHHbIM

HaWMeHOoBaHWeM), HavMeHoBaHuWe
AEP}KETEJ'IH perV!CTan,VIOHHOI'O
YOOCTOBEPEHWMA W HauMMeHoBaHue
ﬂpOHBBOﬂ,HTEJ’!ﬂ NeKapcTeeHHoro
npenapata, afpec  MNpPOM3BOAMTENSA

NeKapcTBeHHOro npenapata  (cTpaHa,
obnacTs, ropog), 3NeKTPOHHLIN agpec u
CaiT Npou3BOOMTENS, 3APEC AepHaTens
pervcTpauvoHHoro YAOCTOBEDEHMA
(cTpana), NleKapCcTBeHHan dopma,
[O3UPOBKa, KOAMYecTBO Tabnetok B
yrnakosxke, MWHOOpmauus o cocTase
JIEKapCTBEHHOMO npenapara
(HaumeHoBaHKe nelcTeyloulero
BelecTBa M ero KO/AMYEecTBO, nepeyeHb
BCMOMOraTe/IbHbIX  BELLecTB), Homep
cepuu  (BKMOuYAIOWMIA MecsAl Y rog
npou3soACTBa), AaTa WCTEHYEHMA CpoKa
roAHoCTM (rogeH A[o: Mecay W rog),

ycnosus XpaHeHus, cnocob
npumeHenus: «nAa npuema BHYTPbY,
yCAosKA OTNYCKa, Homep
perucTpaumoHHOro YIOCTOBEPEHUS,

norotun  npoussoauTens, Gapm-Kog,
WTPUXOBOW KOA, ABYMEPHbINA WITPUXOBOMA
KO € 4aCTM4HOWM  pacwvpoBKOM
HMHbOpMaLMK, copepalienca B
OBYMEPHOM LITPUXOBOM Koge, «CMoTpu
MHCTPYKUMIO N0 NPUMEHEHWIO (AMCTOK-
BKAagbiw)», «He  npuMMeHaTs Mo
WCTEYEHWUU CPOKA TOAHOCTUY, «XPaHWUTL B
HeAOCTYNHOM ANs AeTel mecTen.
[ononHUTENBHO Ha KAPTOHHOW YMaKoBKe
(nauke) npogybaupoBaHbl  TOprosoe
HavMeHOoBaHKe W [03WPOBKa o
ucnonb3oBaHuem WpudTa Bpaiins.

CpoK rogHocTh

3roga

Fogex ao: 11/2028

XpaHeHue

Mpw TemnepaType He Bblwe 25 2C

3aknl04YeHKe: COOTBETCTBYET/He cooTBeTcTByeT TpebosaHuam JM-Ne(002225)-(Pr-RU)- 210423

(HEOBXOnMMOE NOSHEPKHYTL)

Odopwmieso: Benosa H.C.

HauansHuk OKK:

btk — [Kupunuxa /1.0,

Crpannua: 2 u3 2




PAPMALIEBTUKA

Janensus Ne JI012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Paspemenue

Ha BBIITYCK CEPHH JICKAPCTBEHHOT'O MIpelapara B peaju3aluio

30.447(04)

Ne 15999_ oT

Haumenosanue npemnaparta

MoKcoHUIUHE

MezxIyHapoJHOE HEIAaTEHTOBAHHOE, MK TPYTIIIPOBOYHOE,
HITH XMMUYeCKOe HaMEHOBaHNe

MOKCOHHIHH

JlexapcTenHas (opma

TabneTkH, TOKPHITHIE MIGHOUHOM 000I0UKOMH

Jozuposka

0,2 Mr

Dopma BBITyCKa

TabNIeTKH, TOKpLITEE IIEHOTHOH 060104uk0i 0,2 Mr
(koHTypHas sueiikoBas yrakoeka) 14 x 2 (lauka KapTOHHAA)

Homep cepun

481225

KonmmuecTtso

30 310 ynakosok

JlaTa Havana MpOM3BOICTRA

07.12.2025

Cpoxk rogsoctu / Tomen no

3 roma/ 11/2028

HopmarwBHas HoKyMeHTaIms

JITI-Ne(002225)-(PT-RU)-210423

Ceprudukat kagecTsa cepun

15999 ot 25.12.2025

Haumenosaune [IPOMU3BOOHTEIA

000 ¢O30m»

Azpec Ipou3BOANTENT (BCE CTANMK NIPOM3BOACTBA, BKIIOYAS
BBIITYCKaKOIIKH KOHTPOJIb KAYECTRA)

Camapckas o0, r.0. XKurynerck, r. XXurynesck,
yi. l'unpocTpouTeneii, 1. 6

PerucTpannoHHOE YIOCTOBEPEHHE

JII-Ne(002225)-(PT-RU)

Hara rocynapcTBEeHHOM perucTpaius

21.04.2023

Haumenosanwe AEPAHKATENA PerucTpalliOHHOr o YHAOCTOBEPEHHA

000 «ATomn»

Paspemenne feiicTBHTENLHO 10

11/2028

KomMeHTapiH

llpuBezenHas Bbue MHGOPMALMS SBJSETCH NOCTOBEPHONA M TOMHOM. Cepus nexapcTBEHHOTO Ipenapara MpOM3BedeHa (BKmMOuas
YMaKoBKY (MapKHPOBKY) M KOHTPO/b KadecTBa) Ha NPOM3BOACTREHHON IUIOMIANKE B MOTHOM COOTBETCTBHH C TpeOOBAHUAMY JIHLICH3HH,
Tlpasun Hannexalueli NPOM3BONCTREHHON IPAKTHKH, PETHCTPALMOHHOIO I0Cke. 3aImiCH 110 MPOM3BOACTBY, YIAKOBKE H KOHTPOIIO KagecTsa
TPOBCPCHBL, 1 YCTAHOB/IEHO HX COOTBETCTBHE TpeboBanuam [Ipasun HaTexamel IPOU3EOACTBEHHON NPAKTHKYL

[TPOOYKIIWA PASPEIIEHA K PEAJIM3ALIMU:

VYIIOTHOMOYEHHOE JTHLD:

Zfag Cf‘/ / Mineryesa Enena BaagumMupossa / L.

1

O Het

noamics /7 ®HO

Hata

Crpannua: 1 13 1




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax

Ha BBOJ B rpaxmaHckui odopoT B Poccuinckon depepaunm cepum nam naptTmm MMMyHOBMOIOMrNYECKOro IeKapCTBEHHOMO

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I Wy | I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 23_03.2026 11:11»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
Opranu3zanms, IIncbMma 00
JlaTa BHeCeHHSs B IIponsBoguTenn Homep Howmep, nara
. BBINYCTHBINASI B u3bsaTaun JIC
AHC ToproBoe HaHMeHOBaHHE (BBIMYCKAKOIHI Crpana CBeleHHs 0 CTAHSAX POHU3BOICTBA HopmaTuBHast JOKyMeHTaLHsI EE—— CepHH, pa3penieHHs1 Ha (HOME
Poc3gpaBHamzopa KOHTPOJIb) paxa NapTHH HIIII P,
obopor nara)
MokcoHnauH; TabJIETKH, OO01wecTBO ¢ OrpaHMYeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"),
MOKPBITHIE INICHOYHONU O0bwecTBoO ¢ Poccus (ITpousBoputess (rotopoit JID)); OOmEcTBO ¢ OrpaHUUYEHHOM
25.12.2025 000JI0UKOM O.% mr 14 mr., OTrpaHUYEHHON Poccust otBeTcTBeHHOCTHIO "O30H" (OO0 "O30n"), Poccust JIT-Ne(002225)-(PT-RU)-210423 000 "Os0x" 481225 )
YNaKOBKH STUEHKOBbIC OTBETCTBEHHOCTHIO (Y naxoBmyk/(acoBuyK (B IEPBUUHYIO YIIAaKOBKY)); OOmecTBo ¢

KOHTYpHBIE (2), MauKu
KapTOHHBIE/ ~

"Os0n" (OO0 "O30H")

OrpaHUUeHHOM 0TBeTCTBEHHOCTHI0 "O30H" (OO0 "O30H"), Poccust
(YnakoBmUK/hacOBMUK (BTOPUYHAS/TPETHYHASI YIIAKOBKA))




