Jlmmenzus Ne JI012-00102-77/00010730

:{5“**% S Ne GMP/EAEU/RU/01313-2024
DAPMALIERTUKA Ha BBITYCK CEPUH JICKAPCTBEHHOIO pernapara B pealu3alyiio
30.447(04)
Ne 10977 ot 07 09, 7075 I.
Hawnmenosanue npemapara Atopgacratun
Mesxnynaponsoe HenatenToBanmoe, wn IPYNITHPOBOYHOE, ATopBacratun
HIIM XUMHYECKOe HAHMEHOBAHME
Jlexapctaennas hopma TabIeTKH, ITOKPBITEIE MIEHOTHOH 060I0UKOlH
Hosuposka 20 mr
Popma BeITycka TalJIeTKH, MOKPBIThIE MTEHOYHOMH obomouxoit, 20 mMr
(KOHTYpHas AueiikoBas ynakoBka) 30 x 1 (magka kapToHHas)
Howmep cepun 680825
Konmyectro 120 829 ynakosok
Hata navana npouseonctea 15.08.2025
Cpox rogrocty / Tonen no 3 roga/ 07/2028
Hopmarusnas noxymenrarmus JIII-Ne(006921)-(PT-RU)-180924
Ceprudukar xauecrea cepuu 10977 01 02.09.2025
Hanmerosanue npoussonurens 000 «O3z0n8»
Alipec nipomssonuTens (sce cranuy NIPOU3BONACTBA, BKITIOYAs Camapckas o611, r.0. JKurynesck, r. XKurynesck,
BEITT CKAIOTIIH KOHTPOITh Ka4ecTra) ya1. T'uapoctpounteneit, 1. 6
Perucrpaunonnoe YIOCTOBEpEHHE JITI-Ne(006921)-(PT-RU)
Hata rocyzapcteennoii PErucTpany 18.09.2024 r
Haumenosanue nepxarens PETHCTPalHOHHOrO Y1ocToReperus| OO0 «ATomwm
Paspeienne neficteurensro 1o 07/2028
E)Mmemapm{ ......

[lpuBenennas Beime HHOPMALKS ABISCTCA JOCTOBEPHON M TOTHOM, Cepus nexapersenHoro Npenapara Npou3BeieHa (BKIOUAS yIIAKOBKY
(MapxupoBKY) M KOHTpOMS KAueCTBA) HA NPOM3BOACTREHHON TUIOMmALKe B TOTHOM  COOTBETCTBHH C TPeGOBAHMAMM NHIEH3UH, Ipasun
HannexKalel NpOH3BOACTBEHHOM MPaKTHKH, PCTHCTPALKHOHHOTO 0Che. 3amucH 1o TPOM3BOACTBY, YIaKOBKE H KOHTPOIIO KAY€CTBa NPOBEPEHbI, 1
YCTRHOBIICHO X COOTBETCTBHE TpeGonanusm [Tpasun HaLeKaleH IPOH3BOJICTBEHHOM NPakTHKH.
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CAPMALEBTUKA

Mecto HaxoxaeHus: 000 «O3o0k», 445351, Camapcexas oba., r. Hurynesck, yn. Necounas, sa, 11
Mecra ocyuiecTsnenus aMueHsvpyemoit aeatensHocT: 000 «O30H», 445351, Camapckan o6a., r. 0. Jurynescy, r. urynesck, yn.
fmapoctpoutened, 4, 6; Ten. 79874599591, +79874599992, (84862) 290-00, taxc (84862) 341-09;

TnueHsua Munucrepcrsa MNpombiwnexHocT u Toproenu PO Ne N012-00102-77/00010730

Ceptvdurart Kavecrsa cepuu Ne 10977 o1 02.09.2025

ATtopBacratuH, Tabnetku, NOKpbIThIe NIEHOYHONH 060/104KOM 20 Mr

Homep cepuun
[laTa Hayana npoussoacTBa
Konnuecteo

AHa/13 BbINONHEH No HOPMaTHUBHOMY JOKYMEHTY

TOProsoe HaumeHosaHWe /1eKapCTBEHHOTO Npenapara, hekapcTaeHHan Gopma, A03UPOEKa

PeructpayuorHoe yaoctosepenue J1M-Ne(006921)-(Pr-RU)

680825

15.08.2025

120 829 ynakoBsok

NN-Ne(006921)-(Pr-RU)-180924

HavmeroBaHWe nokasatens

MeTtoa KoHTpoAA
HopmaTtuBHOE 3HaYeHue

PesynbTat KOHTpOAA

OnucaHue BusyansHbiin
TabneTku Kpyribie [BOAKOBBINYX/bLIE, NOKPbITbIE TabneTku Kpyrabie 4B0AKOBLINYKALIE,
nneHouHoi obonoukoli Genoro wan nouTM BEAOTO |  MOKPbLITHIE MABHOYHOR 060M04KOMH Beoro
ugeta. Ha n3nome aapo Benoro ugera. ugera. Ha usnome sapo Benoro ugeta.
MopAMHHOCTL B3XX
Bpems  yOepMuBaHWMA  OCHOBHOTO MMKa  Ha
XPOMAaTOrpaMMe WCMbITYEMOrO PacTBopa A0MKHO
COOTBETCTBOBATb BPEMEHM YASPWWUBAHMA MWKa CooTseTcTByer
aTtopsacTatMHa Ha  XpomaTorpaMme  pacTsopa
CTaHpaapTHOro obpasua (CO) atopsacTaTiHa Kanbuusa
(pasgen «KonuuecTBeHHoe onpegeneHuen).
PacTteopeHue [® PP, Y®-cnekTpodoTomeTpus
He meHee 75 % (Q) CssHasFN,Os (aTopsactatura) 95 %

Yepes 45 MUH OT 3aABNEHHOTO COAePIKaHMA.

PoacTteerHsle npumecu

BIHKX
NioBas eAMHMUHEA HEWABHTUGUUMPOBaHHAA NPUMECH
—He bonee 0,5 %.

He obHapy»xeHo

Cymma npumeceii - He Gonee 2,0 %. He oBHapyseHo
OpHopoaHOCTL AO3MpPOBaHMA [P PD, cnocob 1, Y&-crnekTpodoTomeTpus

AV<15,0% 58%
KonvyecTeeHHoe onpeneneHue BIHKX

Or 18,5 go 21,5 mr Cs3H3sFN,0s (aTopsacTatuHa) & 19,2 mr

Tabnetke.

MuKpobumonorMyeckas YnucToTa
O6wee Yucao aspobHbIx
MWUKPOOpPraHu3mos B 1r
O6Liee YUCNO APOMHKIKEBBIX 1
nnecHesbIx rpubose 1r;
Escherichiacolis 1,

[P PD, Kateropusa 3 A.

He 6onee 1-10° KOE/ r/mn ;

He Bonee 1-102KOE/ r/mn ;
oTcyTCT8Me B 1 r/ma.

meHee 1:10*KOE

meHee 1-102KOE
OTCYTCTBYET

Ynakoeka Mo 10, 30 7abnetok & KOHTYpHylo sA4elxoByio | 30 TaB/ETOK B KOHTYpHOU AYelKOBON
YNEKOBKY M3 MNACHKM NONUBUHMAXNOPULAHONR, NMBO | YNaKOBKE M3 MAGHKU NOAMBUHUAXAOPULHON
NAEHKK M GOLIM  3NMMHMEBOR  neyaTHoM
NONUBUHUAXNOPUAHON/NONUBUHUAMAGHXAOPUAHON | NaKUPOBAHHOW.

1 GOALIM BAOMUHUEBOIN NEYSTHOM NaKMPOBAHHO. 1 KOHTypHaA R4YEMKOBas YNaKOBKa BMECTe ¢
Wam no 10, 30 TabneTok B KOHTYPHYIO AYEMKOBYIO | MHCTPYKLMed no MeaNLUHCKOMY
YNaKoBKy W3 Matepuana KOMBMHWPOBAHHOrO Ha | MPUMEHEHMIO (MCTOK-BRNAABIW) NOMELLEHa
0CHOBe donbru (TpexcnoitHbli MaTepuan, | B KaPTOHHYIO YNaKosKy (nauky).
BKIOHAIOWMI  aNlOMUHUEBYD GONBIY, NAEHKY W3

OPWEHTUPOBAHHOTO nonvamuaa,

NOMMBUHWUIXNOPHUAHYIO NAeHKY) WAWM  mavepuana

aHaNorMyHoro Kayectsa M GOMLMM ANKOMUHWUEBOM

ne4yaTHoW NaKUpoBaHHOM.

1,2, 3, 4, 9 vau 10 KOHTYPHBIX AYEHKOBbIX YNAKOBOK

BMECTe  C  WHCTPYKUMER no  MefMuMHCKOMY

MPUMEHEHUMIO  (NWUCTOK-BKNZALIW) NOMELLACT B

KaPTOHHYIO YNaKoBKY (Mayky).

MapruposKa Ha KoHTypHOi sadelikoBoit ynakoeke (Gauctepe) | Ha  KOMTypHOM  sueliKoBOM  ynaxoske
YKasbIBalOT TOprosoe HaumeHoBaHue | (BaucTepe) YKasaHo: Toprosoe
NEKapCcTBEHHOTO npenaparta (coBnamaet ¢ | HaMMEHOBAHUE NEKAPCTBEHHOTO Npenapara
MEMYHAPOLHBIM HenaTeHToBaHHbIM | (coBnagaer ¢ MEMHAYHAPOAHBIM
HauMeHoBaHWem), NIEeKapCTBEHHYO dopmy, | HenaTeHTOBaHHLIM HaumeHoBaHuUeMm),
[O3MPOBRY, HauMeHOBaHue AepyaTens | NeKapcTeeHHas bopma, [L03UPOBKa,

Odopmneno: Benosa H.C.
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TAPMAUEBTUKA

Mecto Haxomaerua: 000 «O30H», 445351, Camapckas obn., r. Murynesck, yn. NMecoyHas, 34. 11
MecTa OCYLULECTBAGHHMA NMLEeH3upyemoi geatensHoct: 000 «O3oH», 445351, Camapcekan 06a., . 0. Murynesck, r. Muryaesck, yi.
rwapocTpouTenen, 4. 6; Ten. +79874599991, +79874599992, (84862) 290-00, dakc (84862) 341-09;

JnueH3na Mukucrepcrea MpomblwneHHocTk v Toprosav PO Ne /1012-00102-77/00010730

PerucTpaLmMoHHOTo YAOCTOBEpeHKs W
HaWMEHOBAHWE MPOM3BOAWTENA NEKAPCTBEHHOrO
npenapaTta, HOMEP cepuy (BKAIOYAIOWMI MECAL, M
rop, NpoussoAcTEa), AATY MCTEUSHUA CPOKA rOAHOCTM
(mecsy v rog).

Ha KapToHHOM ynakoBke (mayke) ykasbiBaloT

TOprosoe HaumeHoBaHWe NEKapCTBeHHOrO
npenapata  (coBNagaeT € MEXAYHapoAHbLIM
HenaTeHTOBaHHbIM HaumeHoBaHuem),
HaUMEHOBaHME  OEPIKAaTeNs  PEruCTPaLMOHHOro

YOOCTOBEPEHMA M HaMMeHOBaHWE NpPOU3BOAMTENS
NEKapCTBEHHOrO MpenapaTta, agpec Npowu3soaWTens
NeKapcTBeHHoro npenapata {(ctpaHa, o6nacts,
ropoa) (ans naowagku 000 «030H»), agpec
npox3soguTens NEKapCTBEHHOro npenapara
(cTpana, oBnacTs, ropoackol okpyr) (ans naowanku
000 «030H Dapm»), 3NEKTPOHHLIM agpec W caiT
npou3BoAMTENS, agpec AepwaTens
PEerucTpauroHHoro yAOCTOBEpeHus (cTpaHa),
nexapcteeHHyo  Gopmy, L03WMPOBHY, KOAMYECTBO
TabneTok B yNakoBKe, WMHPOPMaUMIO O cocTase
NieKapcTBeHHOro npenapaTa (HavmeHoBaHMe
OeWCTBYIOWEro BellecTsa M ero  KOJMYecTso,
nepeyeHb BCNOMOTaTeNbHbIX — BELWECTs), Homep
cepuy (BKAKOYAKOWMIA MecaL, W rog NpoW3BoAcTea),
[aTy UCTeYeHMUA CPOKa roLHOCTH (rofeH A40: mecal v
roa), YCNoBusA XpaHeHus, cnocob npumeHeHua: «na

npuMema BHYTPb», YCNOBWMA  OTNYCKa, HOmep
PermcTpaLoHHOro YOOCTOBEPEHWA,  NOroTun
npoussoauTens, $apm-kogd, WTPWMXOBOW  KOA,

ABYMEPHBIM  WTPUXOBOM KoA € MNONHOM  MAM
YaCTUYHOW pacwmndposKoi MHpOpMaLmK,
cofepalleiica B ABYMEPHOM LUTPUMXOBOM KOAE MW
6e3 Hero, «CMOTPYU UHCTPYKUUIO MO MEAULMHCKOMY
MPUMEHEHMIO (NMCTOK-BKNAALIW)Y, «He NpUMeHsTb
Mo WCTEYEHWMM CPOKa TrOOHOCTM», «XpaHUTs B
HEeLOCTYNHOM ANA AeTel MecTen,

[OonNoNHWTENLHO Ha KapTOHHOM YnNakoBsKe (nauxe)
ay6avpyeTca TOproBoe HavMeHoBaHWe M A03MPOBKa
€ ucnosb3oBsaHuem wpudTa Epaiina.

HauMeHoBaHM1e Aeprarens
PerucTPaLMOHHOMO  YAOCTOBEPEHMA K
HauMeHOBaHWe Npou3BoaUTENR

NeKapCcTBEHHONO npenaparta, HOMep cepuu
(BKNrOUAOWMIA MecAL W rof NPov3BOACTBEa),
[aTta MUCTeYeHWA CPOKa rogHOCTM (Mecsy W
roa).

Ha KapToHHOW ynaxoske (nauke) ykasaHo:
TOpProBoe HauWMEeHOBaHWE JIeKapCTBEHHOro
npenapata (cosnafaeT ¢ MewAyHapOaHbLIM

HEeNaTeHTOBaHHbLIM HauMeHoBaHuem),
HaUMeHOoBaHue nepwarens
PErMCTPaUMOHHOIO  YAOCTOBEPEeHMA ]
HaUMeHOBaHWe npov3BoauTENA
/IEKaPCTBEHHOTO npenapata, agpec

NPOM3BOAUTENS NIEKAPCTBEHHOIO npenapara
(cTpaHa, obnacTe, ropod), 3NEKTPOHHLINA
afpec W CaWT  npow3BoaMTens, agpec
aepxartens PervcTPaLMoHHOro
ypocToBepeHus (CTpaHa), /feKapcTeeHHas
dopma, L03MPOBKa, KONKUECTBO TabNeToK B
ynakoske, wuHbOOpMauMa O  cocTage
NeKapcTBEHHOro Npenapara (HaumeHoBsaHue
[AEWCTBYIOWEro BELWECTBa M ero KOIMYecTso,
nepeyYeHb  BCNOMOraTeNbHbIX  BELWecTs),
HOMEpD CepuM (BKMOYAIOWMA MecAl W rog
npou3BOACTBa), [JaTa WCTEYEHWA CpOoKa
rOAHOCTU (rofeH 40: Mecal, W rod), yciosus
xpaHeHus, cnocob npumereHus: «[nA
fpvema BHYTPbY, YCAOBMA OTNYCKa, HOMEpP
perucTpaLMoHHOro YAOCTOBRPEHUA, NOroTHN
npovseoguTens, Gapm-kogd,  LUTPUXOBOM
KOA, ABYMEpHbIM  LITPMXOBOK  Kog ¢
YacTUYHOW paclwMbpoBKol UHbOPMaLUK,
copepralleica B ABYMEPHOM LITPUXOBOM
Koae, «CmoTpu WHCTPYKLMIO no
MEOMUMHCKOMY — MPUMEHEHMIO  (AMCTOK-
BKAAOBIW)», «HE NPUMEHATL N0 WCTEHYEHMUM
CPOKa rogHOCTH», «XPaHWTb B HEAOCTYNHOM
ONs peteit mecten,

[ONoONHUTENBHO Ha KapTOHHOM yrakoske
(nauke) npoay6a1poBaHsbl Toprosoe
HaumeHoBaHKe " [003MPOBKA C
ucnons30BaHuem wpudTa bpaina.

CpoK rogHoOCTH

3ropa

logeH go: 07/2028

XpaHeHue

Mpu TemnepaTtype He Bbilwe 25 °C B KapTOHHOW ynakoBKe (nayxe).

3aknroueHue: EQQT_Eng_gIgy_e_T/ He cooTseTcTayert TpebosaHuam J1M-Ne(006921)-(Pr-RU)-180924

3amecTutens HadansHuKa OKK no cknaay: @/OV /CyHcHHMxoBa Ti¥Toonp e

Odopmneno: Benosa H.C,

(HeoBxoaMmoe NOAHEPKHYTL)

Crpanuua: 2 u3 2




«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

MEAFPAALHAD CAVYEREA TIO HA A ZOPY
| |.-||.|||.||.|:|I L1 I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 02_05.2026 15:12»
FY e TR R A TYA TRON PN -
B CPEPE APABOOXPAHEHMA
Opranu3anys, ITncbMma 00
JlaTa BHeCeHHSs B IIpousBoguTens BBINYCTHBIIAS B Homep Howmep, nara N
AHUC Toprosoe HanmMeHOBaHHE (BBIITY CKAIOIHH Crpana CaeJlieHHs 0 CTaHSIX NPOH3BOACTBA HopmaTtHBHasI TOKYMeHTAIHSI r ;;K S— cepHH, pa3peleHus Ha (HOMe
Poc3gpaBHanzopa KOHTPOJIb) P oﬁrlf)pm‘ NapTHH HJIIT ,l]a'rag,’
ATopBacTaTHH; TabJIETKH, OO0mecTBO ¢ OrpaHHMYeHHOM OTBETCTBEHHOCTHIO "O30H Papm”" (OO0
TOKPHITHIE TIEHOYHOMH O0uiecTBoO ¢ "Oson @apm"), Poccus (IIpousBoautens (rotooit JI®)); OOmecTBo ¢
02.09.2025 000JI0UK O ZOVMF 30 mr., OrpaHUYEHHON Pocenst OrpaHUYEHHON OTBCTCTBSHHOCTI?IO Oszon ®apm" (000 OS.OH Dapm"), JIT-Ne(006921)-(PT-RU)-180924 000 Osox 680825 )
YIaKOBKH STUCHKOBBIE OTBETCTBEHHOCTHIO Poccust (Y nakoBmuyK/(pacoBIyK (B IEPBUUHYIO YIIAKOBKY)); OOmecTBo ¢

KOHTYpHBIE (1), mauku
KapTOHHbIE/ ~

"Ozon" (OO0 "O30H")

OrpaHUYeHHON OTBeTCTBEHHOCTHIO "O30H Papm" (OO0 "O3o0H Dapm"),
Poccust (Y nakoBmuK/hacoBmMUK (BTOPUYHAS/TPETUYHAS YTIAKOBKA))




