Jlnmersus Ne JI012-00102-77/00010683 ]
@ O GMP/EAEU/RU/01032-2023

G OZON Paspemenne

DAPMALEBTUKA Ha BBIITYCK CEPHH JICKapCTBEHHOTI'O Iperiapara B peamu3anro
30.447(04)
Ne 2197 ot 20mas 2026 r.
Hanmernosanne npenapara Buconpomon
Mexnynaponnoe HEMIATeHTOBAHHOE, WK IPYILIMPOBOIHOE, Buconponon
HITH XHMHIECKOEe HAHMEHOBaHHe
JlexapcTenHas thopma Tabnerku, nokpeITEe mwieHOTHON obBonouxoi
Jo3uposka 5wMmr
@opmMa BEIMyCka Tabnerku, MOKpEITEIE MIeHOYHON 0001m04KoH, 5 Mr (KOHTypHas
A4eHKOBas ynmakoska) 30 x 2 (nagxa KapTOHHaA)
Homep cepun 240526
Kommectro 116 306 ynakosok
Hara Havana npouseo/cTRa 06.05.2026
Cpoxk roguoctu / Tonen no 3 rona/ 04/2029
Hopmarueras mokymentamus JIII-Ne(002413)-(PT-RU)-260523
Ceprudukar kagectsa cepuu 2197071 20.05.2026
HaumeHoBaHue niponssoauTes 000 «O30u Dapm»
Anlpec npomssoguTens (Bce cramnm TpoH3BOACTBA, Bmodas | Camapekas o6iL, T. o. TombsrTa, Tep. 033 T, MarucTpas
BBIITYCKAFOIIMI KOHTPOITE KA4ecTBa) 3-1,3m. 11, emp.1
Perucrpammontoe YIOCTOBEpEHHE JIII-Ne(002413)-(PT-RU)
Hata rocynapcTBeHHOM PEerHCTpaLuu 26.05.2023 r.
HammenopaHue nepxartens PETHCTPAIIHOHHOTO YaocToBepeHns| OO0 «ATomm,
Paspemenve petictBuTenBHO 10 04/2029
Kommenrapms T

(MapKHpOBKY) ¥ KoHTpOIE Ka4ECTB) Ha NMPOM3BOACTBEHHOM IUIOMIATKE B HOMHOM COOTBETCTBHM C TPeGOBAHMSMH JHUeH3HH, [Ipasun
Hannexalel OPOH3BOACTBEHHOM NpaKTHKH, PCrHCTPALMOHHOrO NOCKE. 3amMCH 10 Mpow3BOICTBY, YIaKOBKE H KOHTDONIO KayecTRa
TTPOBEPEHEL, H YCTAHOBIIEHO HX COOTBETCTBUE TPeGOBAHMIM IlpaBun Hamnekauie IpoUsBOICTEEHEOM MPAKTHKH.

[IPOYKIS PASPELLEHA K PEAJIU3AITAN daél [0 Her

YIIOTHOMOYEHHOE JTHIIO;

©HO Hata

Crpanuma: 1 u3 1

R \ A P &
o 2 N

Nl 10 Tomar o

..;_.;7:Pm-r-nmr. T,

b




I
© OZON

GAPMALE

A Mecto Haxomaenus 000 «O3oH Gapm»: 445043, Camapck
Mecra ocywectanerun nuLeH3npyemoi aeatensHocTy O

34. 11, crp.1. Ten.cot.: +79874599993, +798774599994
Nuuensna Munucrepcrsa MpombiwnextocTy v Toprosam PO Ne N1012-00102-77/00010683

30.813(02)

as 06, 1. 0. TonbaTTH, Tep. 033 MNT, maructpans 3-8, 34. 11, cTp.1.
00 «O30H Dapmy: Camapckas o6, r. 0. TonbatTy, Tep. 033 NMNT, maructpans 3-8

CepTuduKaT kauecTsa cepuu Ne2197 ot 20.05.2026

buconponon, rabnerku MOKPpbITbIe NAeHOYHOI 060104K0I 5 Mr

Homep cepuu
Hata Havana nponssoacTea
Konuuectso

AHaNN3 BLINONHEH NO HOPMATUBHOMY AOKYMEHTY

TOPTOBOR HAMMEHOBAHME IEHAPCTBENHOTO NpenapaTa, NleKapcrBeHHan $opma, 403MpoEKa

PeructpauyuonHoe yaoctosepenue /IN-Ne(002413)-(PT-RU)

240526
06.05.2026
116 306 ynaxosok

NIN-Ne(002413)-(PF-RU)-260523

HaumeHosaHue nokasarensa

MeTon KoHTpoAA

HopmaTtunsHoe 3HaueHue

Pesynetar koHTpoAA

dymapara) yepes 45 mMuH.

OnucaHue BuayanbHbi
Kpyrnsle  asoskosbinyksie Tabnetku, nokpeiThie Kpyrabie ggoskosbinykasie TabneTkM, NoKpbITLIE
NAeHoYHOW oBonoykoit 6enoro uam noutw 6enoro nneHo4Hoi o6onoukoii Benoro usera, Ha
Luseta. Ha nonepedHom paspeae BugHsi ABa cnoa — nanepeyHom pazpese BUAHLI A48a CNOA — AAPO
AApo 6enoro uau noutw Genoro UB&Ta M N/eHOYHas Genoro uBeTa U nneHouHas 06oouKa,
obonoyka.

MNoanuHHocTs BIMX
Bpemena ygepwuBaHuMA nukos Guconponona u
$yMapoBoi KUCAOTBI Ha XpoMaTorpamme UCMbITyemMoro
PacTteopa  [OMMHLI  COOTBETCTBOBATH BpemMeHam Cooteercrayer
YABPHWBAHUA NWKOB Buconponona w bymaposoii
KWUC/IOTbI Ha  XpomaTtorpamme pacTsopa co
6uconponona dymapara (pazgen «KonuyecrsenHoe
onpeaeneHuen),

PactBopenue [P PO, BIKX
He meree 75% (Q) (C1aH31NO4)2xCaHq0,4 (6uconponona 87 %

PoacTeeHHbIe npumecn

B3XX
Npumeck K — He Gonee 0,5 %.

Mpumeck G — He 6onee 0,5 %.

MNpumecs L - He Gonee 0,5 %.

Mpumeck A ~ He Bonee 0,3 %.

Mpumecs E - He Gonee 0,2 %.

EAMHUYHAR HeMAECHTUPULMPOBaHHaA npumec - He
Gonee 0,2 %.

He o6HapyeHo
He o6HapyeHo
0,01%
0,03%

He obHapy»keHo

He o6HapyxeHo

O6uwiee Yucno ApoKeBbIX U
naecHesbix rpu6os B 1r;
Escherichia colis 1.

He Gonee 1-102 KOE/ r/mn;
otcytcTeue B 1 r/mn.

Cymma npumeceii — He Gonee 2,0 %. 0,04 %
OaHopogHocTb £031poBaHUA [P PP, BIKX (cnocob 1)
AV<15,0% 3,6%
KonnyectseHHoe onpegenetHue BIXX
074,50 a0 5,50 mr (C18H31NO4);%CaH,04 (Buconponona 4,97 mr
dymapara) B Tabnetke.
MuKkpobuonoruyeckas yucrora: [P PO, Kateropus 3 A
O6uwee 41cn0 aspobHbix
MWKPOOPraHM3mMoB B 1r; He Bonee 1-10° KOE/ r/mn; MeHee 1:10! KOE

MeHee 1-10t KOE
oTCyTCTBYET

Ynakoska

Mo 10, 25, 30, 50 TabneTok B KOHTYPHYK AYelKOBYIo
YNaKOBKY W3 NAEGHKW NOAMBUHWMAXNOPUAHON MEo
NAEHKK
nonnsnﬁwnmopwp,Hoﬁ/nonmsnﬂnnnp,enxnopn,a,noﬁ "
$ONbIY aNOMUHIEBOI NeYaTHOS NaKUPOBaHHOIA.

Mau no 10, 25, 30, 50 Tabnetok & KOHTYPHYyI
A4YeHKOBYIO YNaKoBKy 13 maTepuana
KOMBMHWUPOBAHHOTO Ha OCHOBe $onbru (TpexcaoiiHbii

marepuan,  BRNIOYAOWMA  anloMUHMEBYIO  dobry,
NAEHKY u3s OpPWEHTUPOBaHHOro noauammaa,
NONMBUHUNXNOPUAHYIO NAEHKY) u donbru

AMOMWHUEBOA NeYaTHOM aKMPOBaHHOI.

1,23,4,5,6,7,8, 9 um 10 KOHTYPHBIX AYEHKOBLIX
YN3aKOBOK BMECTe C MHCTPYKUMEW no MeauLMHCKoMY
NPUMEHEHWIO _ (AIMCTOK-BKAAAbIW) NOMewawT B8

Mo 30 7abnetok B KOHTYPHOI# AYERKOBOM
YN3KOBKE W3 N/AEHKM NONMBUHMAXNOPUAHOW U
$OALIM aNOMUHIUEBOM NeyaTHON NaKMPOBAHHOM.
2 KOHTYpHble AYEiiKOBLIE YNAaKOBKM BMecTe
MHCTPYKUMER N0 MeAMUMHCKOMY NpUMeHeHMio
(nucToK-BKNaABIL) nomeweHs B KapTOHHYHO
YnakoBky (nauky).

Odopmreno: Benosa H.C.

Crpanmna: 1 13 2
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GAPMALERTYKA  pMacro HaxomaeHus 000 «O3oH dapmn: 445043, Camapckas 06n., r. 0. TonbATT, Tep. 033 MNMT, maructpans 3-A, 34, 11, ctp.1.
MecTa ocyLecTBNeHUA NULEH3UPYEMON AEATENBHOCTH 000 «O30H dapm»: Camapcran o6n., r. 0. TOALATTH, TEP. 033 NNT, maructpanb 3-A

34, 11, cTp.1. Ten.cot.: +79874599993, +798774599994

NuueHzua MuHKucTepCTBa [pOMBbILIABHHOCTY M TOProBaW P® Ne 1012-00102-77/00010683

KapTOHHYO YNaKOBKY (naury).

—

MapKMpoBKa Ha KOHTYpHOM A4eiKOBOM YnakoBKe (6nucTepe)
yKa3blBalT TOProBOE HaUMeHoBaHMe NeKapcTBEHHOTO
npenapara (coenapaeT c MeXayHapoaHbIM
HenaTeHTOBAHHbLIM HaMMEHOBaHMEM), NEKAPCTBEHRYIO
dopMmy, AO3MPOBKY, HAMMEHOBAHWE pepwarens
PErMCTPaLMOHHOTO YAOCTOBEPEHUA 1 HaWMeHOoBaHWe
NPOM3BOAMTENS NEKAPCTBEHHOTO Npenapare, HOMep
cepum (BR/IHAIOLMIA MECALL W TOA, npouasogcTea), AaTy
MCTEUEHWA CPOKA FOAHOCTH (Mecau, v roa).

Ha KapTOHHOW ynakoske (nauke) ykasbiBaioT TOprosoe
HauMeHOBaHMe IeKapCTBEHHOMO npenapara (coBnapaer
o MEAYHAPOAHBIM HernaTeHTOBaHHbIM
HauMeHoBaHHUEM), HauMeHoBaHWe Aepwarens
PErucTPaLMOHHOMO YAOCTOBEpEeHUA W HaumeHOoBaHHe
NPOW3BOAMTENA NEKAPCTBEHHOTO Npenapara, agpec
NpoM3BOAMTENA NeKapCcTBeHHOro npenapara (cTpana,
061acTb, FOPOA), aAPeC AepHaTens PerncTpauuoHHoro
yaocToepeHua (cTpana) (AnA nAoLaakm 000 «030H»),
HauMeHoBaHue Aeparens pEerucTpaLuMoHHOro
VAOCTOBEPEHMA U HauMeHoBaHue npov3BOAMTENA
NIeKapCTBEHHOrO Mpenaparta, aApec NpPOM3BOANTENA
NleKapcTBEHHOTO  npenapata (cTpana,  o6nacts,
rOpoACKoM oKpyr), agpec Aepatens
PerucTpalMoHHOro  YAOCTOBEPEHUA (ctpana) (anA
nnowagxu 000 «030H dapm»), 2NeKTPOHHBIA apec U
caliT  NpOW3BOAMTENA,  /IEKApPCTBEHHYIO dopmy,
[O3MPOBKY, KOMMHECTBO TabBnetok B YMAKOBKE,
WHbOpMALMI0 O COCTaBe NIeKapCTBEHHOrO mpenapara
(HaumeHoBaHWe [OeACTBYlOWEro BelecTsa W €0
KONWMECTBO, NepeyeHb BCMOMOraTenbHbIX BelLECTB),
HOMEp cepuu  (BKMouaOWMA  MecAl M TOA
NPOW3BOACTBA), AATY MCTEYEHMA CPOKA FOAHOCTH (ropeH
[0 MEcAl W ToA), YCNOBWMA XpaHeHWs, cnocob
NpUMEHEHMA: «[1A NpUema BHYTPLY, YCAOBMA DTNYCKA,
HOMEP PErvCTpaLMOHHOrO YAOCTOBEPEHUA, JoroTvn
npovasogurens,  Gapm-Kod, WTPUXOBON  HOA,
[BYMEPHBIV WTPUXOBOIA KOA, C NONHOW MAK YaCTHYHOV
pacliMppOBKOA  MHpOPMALMM, cogepwalueiica B
[OBYMEPHOM LUTPUXOBOM KOAE WAW 6es Hero, «CmoTpu
MHCTPYKUMIO MO MEAWLMHCKOMY NPUMEHEHWIO (nucTok-
grAagpiw)», «He NPUMEHATb MO WCTEYEHUM Cpoka
rofHOCTM®, «XpaHWTb B HEAOCTYNHOM ANA nerei
mecre»,

[lONOAHWTENLHO Ha KapTOHHOM  YNaKoBKe (nauke)
AyBAMpYeTCA TOProBoe HauMeHoBaHMe M A03MPOBKa C
ucnonb3osaHuem wpndTa Bpaiaa.

Ha KOHTYpHOMW A4eKOBOW ynakoBke (6ancTepe)
yKa3aHo: TOproBoe HavMeHoBaHue
NeKapcTBEHHOrO  npenapara (coBnagaer ¢
MeAyHapoAHBIM HenaTeHToBaHHbIM
HaumeHoBaHNEM), NexapcTeeHHan dopma,
[L03MPOBKa, HavMeHoBaHue Aepwarens
perucTpaLyoHHOro yA0CTOBEPEHUA vs
HaWMeHOBaHWe NPOM3BOAMTENA NEKapCTBEHHOTO
npenapaTa, HoMep Cepuy (BRAKOHAIOWMIA MECAL W
ros NPOM3BOACTBA), /AaTa WCTEHEHWA CpoKa
rOAHOCTM (Mecal, h roa).

Ha KapTOHHOW YraKoBKe (nauxke) yKkasaHo:
TOproBoe  HaMMeHOBaHWE  /JeKApCTBEHHOrO
npenapata (cosnagaer ¢ MeXAyHapOAHbIM
HenaTeHTOBaHHbIM HauMeHOBaHUeM),
HaWMEHOBaHWe [AEPIKATENA PerucTpauuoHHOro
yAOCTOBEpEHUA " HauMMeHOoBaHue
NPOW3BOAMTENA  NEKAPCTBEHHOTO npenapara,
agpec NpoU3BOAUTENA NeKapcTBEHHOro
npenapata {cTpaHa, o6aact, rOPOACKOH OKPYr),
agpec aepmarena pErMcTpaLyvoHHOro
YAOCTOBEPEHUA (cTpaHa), 2NeKTPOHHBIA aapec 1
CaliT NpOW3BOAMTENA, JIEKAPCTBEHHAA dopma,
AO3WPOBKA, KOW4ecTso TABNETOK B YMAaKOBKE,
wHdopmauua O  COCTaBe  /IeKapCTBEHHOMD
npenapata  (HavmeHoBaHue felcTByIOLLEro
pellectea M €ro  KO/NM4EeCTso,  NepeveHb
BCMOMOraTeNbHbIX  BEWeCcTs), HOMEp  Cepuu
(BKAIOYAIOLMIA MECALL W TOA, npou3soAcTBa), AaTa
WCTEUYEHMA CpOKa rogHocTH (rofeH A0: Mecal U
roa), YCNoBUA XPaHEHWA, cnocob npyvmMmeHeHua:
«[lNA NpMEMa BHYTPbY, YCIOBWA OTNYCKA, HOMEP
PErMCTPALMOHHOTO  YAOCTOBEPEHUA,  NOrOTMN
npoussoguTens, Gapm-kom, WITPMXOBOW  KOA,
ABYMEpHbIA  WITPMXOBOA KoA € YaCTU4HOM
paclumndpoBKoi MHdOpMALMK, copepalleica B
[OBYMEPHOM  LUTPUXOBOM  KOAE, «CMOTpH
WHCTPYKUMIO N0 MEAMUMHCKOMY NPUMEHEHHUIO
(nMcTok-BKAadbIL)»,  «He  NpUMeHATs Mo
WCTEUEHWM CpOKa TrOAHOCTUY, «XpaHWTb B
HEeAOCTYNHOM ANA AGTER MecTes.

[ononHuTenbHO Ha KapTOHHOM ynakoake (na4ke)
npoayBAMpoBaHsl TOProBoe HaWMeHoBaHue W
[AO03MPOBKA C MCMO/Nb30BaHNEM wpudTa bpaina.

CpoK rogHOCTH 3roaa

FoaeH po: 04/2029

XpaHeHue

B 3alMLLEHHOM OT CBETA MeCTe Npy TeMnepaType He Bbile 25°C.

3aknloueHue: we cooTBETCTBYET TpebOBaHUAM JIN-Ne(002413)-(Pr-RU)-260523

HeobXOAUMOE MOA4EPKHYTD)

HauanbHuK OKK: A

Ocopmneno: Benosa H.C.

/Ky3uHa O.H.
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«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 COCTOAHUIO Ha 29.05.2026 12:50»
FY e TR R A TYA TRON PN -
B COEPE AAPABOOXFPAHEHMA
Opranu3anysi, IIncbMma 00
JlaTa BHeceHHsI B IIpousBoguTeIb BHITYCTHBIAS B Homep Howmep, nara w3psran JIC
AHC Toprosoe HaHMeHOBaHHE (BBITY CKAKOLIHH Crpana CBefieHHs 0 CTaHSIX IIPOH3BOJICTBA HopmartHBHast IOKyMeHTaIHs . CepHH, pa3spelleHHs] Ha
Poc3npaBHag30opa KOHTPOJIb) TPOKAAHCKHH napTHH HIIIT (nomep,
AP A3o0p P obopot P nara)
Buconposnosn; Tabnetky, OO6mecTBO ¢ OrpaHUUEHHOM OTBeTCTBEHHOCTHIO "O30H Papm” (000
MOKPBITHIE TJIEHOYHOM OO01wEecTBO ¢ OrpaHUYEHHON "Oson @apm"), Poccust (TIpousBoguress (rotosoit JI®)); ObmecTBo ¢
obosoukott 5 mr 30 mr., OTBETCTBEHHOCTHIO "O30H OrpaHUYEeHHOI 0TBeTCTBeHHOCTHI0 "O30H Papm” (OO0 "O3zon ®Papm"), o 000 "O30H
20.05.2026 YNaKOBKHU SUEHKOBbIE @apm" (OO0 "O30H Pocens Poccust (Y nakoBmuk/cacoBIUK (B HEPBHUYHYIO YIIAaKOBKY)); O6mecTBo ¢ JIT-Ne(002413)-(PT-RU)-260523 DAPM" 240526 )

KOHTYpHBIE (2), Mauku
KapTOHHBIE/ ~

Dapm")

OrpaHUYeHHOI 0TBeTCTBeHHOCTHIO0 "O30H Papm” (OO0 "O3zon Papm"),
Poccust (Y nakoBmyk/chacoBmMUK (BTOPUYHAS/ TPETHYHASI YIIAKOBKA))




