Jluuenaug Ne 00072-J1C

To) GMP/EAEU/RU/00098-2021
OZON Paszpemenne
GAPMAUEHTIKA Ha BBIYCK CCPHH JICKAPCTBEHHOIO MpelapaTa B Peaiu3aluio
30.447(04)
Ne21390r U4 13 7
Hanmenosauue npenapara Tpombocren

Mex1yHapo/HOe HENATCHTOBAHHOE, WM TPYNIHPOBONHOE, ANETUICANHIMITOBAS KHCHOTA
HIIH XMMHYECKOE HAMMEHOBAHNE

JlexapcTeennas popma TabieTky KUIICYHOPACTBOPHMEIE, OKPHIThie (UIEHOYHOM
obonouxoit

Hozuposka 100 mur

Dopma BLinTycka Tabnerxu KuiIeaHOPACTBOPKMEIE, IOKPBITHIE [LICHOYHOM

o6onoukoi, 100 mMr (kouTypnas suctixonas yraxoska) 30 x |
(nauxa xkaproHnas)

Homep cepun 070224

Kompuectso 60240 ynaxosox

Harta masana npoussoacrsa 11.02.2024

Cpox rogsocTy / Mozen no 3 roga/ 01/2027
Hopmarasnas nokymenraiis JIT1-005818-250919
CepTHuraT KasecTsa cepun 2139 o7 04.03.2024
Hanmeuosanne nponssomurens 000 «Ozoun

AJpec npoNIBOLKTENS (BCE CTAAMH TIPOH3BOACTBR, BKINIOYAS Camapexas o, r.0. XKurynesck, r. JKurynesck,
BBITYCKaroLLM KOHTPONL KavecTsa) ya. Twapoctpouresned, 4. 6.
Peructpainonroe yocroseperie JU1-005818

Hlara rocynapcreennoii perucpaimy 25.09.2019r

HaumenoBasye lepiaTens perucTpauRoOEHOrO ynoctosepesus| 000 «Artoma

Paspewenne geficteuTensHo 1o 0172027

Komvenrapuu ————

Tpupenennas punme HH(OPMALYS ARIHETCH JOCTOBEPHON 1 TOuHOIL. Cepux nexapcrsensoro Apenapata npousseaeHa (BKINONAR YITHKOBKY
(MBDEHPOBXY) W KORTPOML Ka4ecTsa) wa NPCH3BOANCTRBEHHON IIOMIANKE B TONHOM COOTBETCTBHE C TpeConammamy  auierIng, [lpasuy
HEANeKASH TpOHIBOACTRCHRON NMPaKTHRH, PErucTPaUMORHOTD A0cke. 3anuen no ITROH3BOACTRY, YIAKOBKE B KOHTPONIO KAYECTRA NPOBEPCHEL H
YETRHOBNCHO HX COOTBETCTRYE Tpebosanusm [Ipasun nagnexaniell npoussoacTseHHON APaKTHKH.

TIPOIYKIINS PA3PELIEHA K PEAJIU3ALIH:  ITa o Her
VY onHoMoueHHOe THIO!
»Z@'ﬂ 7 Unbayepa Enena Baatavepossa / uh D3, 2
nommcs P QU0 Hara

Crpanmua: 1 #3 |
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& OZON

MecTo naxowgenus: 000 «Os0mn, Pocenn, 445351 Camapenas 06, r. Murynescx, ya. Necouwan, 4. 11

ELT3 OCYLBCTEASHNA fMUeHanpyeMOoR destensnocr: 000 «030H», Poccua, 445351 Camapckar oba,, f. 0. Huryneacx, 1. uryaescy, ya.

TS ryapoctpontened, &, & Ten. +79874599891, 479874599992, (84862) 290-00, daxc (84862) 341-09;
Jiauensun Murucrepcrsa NpompitnesHocTs u Toprosam PO Ne 00072-71C
Ceprudmrar kauecrsa cepum Ne 2133 o1 04.03.2024
TpombocreH, TabneTku KHLIeYHOPaCTBOpPUMBIE, NOKPbLITLIE NAeHOYHOK oBonoukoi 100mr
B AeRART w, dopua,
PerdcTpauuorHoe yaoctosepenune /1N-005818
Homep cepumn 070224
Lata wavana npoussoacTsa 11.02.2024
Konuuecrsa 50240 ynaxkosox
AHBNI3 BLINONHEH 110 HOPMATUEHOMY ADKYMEHTY AN-005818-250919
Meroa KoHtpons

HaumeHosanue noxasarena

HopmaTtreHoe 3HaYeHue

PesyasTar KowTpoan

Onucanme " HbiH
Kpyrasie  nBOAKOBBINyKAbIE Tabneriu, NOKpbIThie | Kpyrasie  psomkeswinykiule  Tabaerku,
nngHouHol oBonouxol Benoro useta. Ha NONEPeYHOM | NOKPLIThie NAgHOYHOR ofosouxod Benoro
paspese aapo Genoro uam nourn Genoro upera. useta. Ha nonepevHom paspese sapo
Senoro ugerta.
NegnuiHocTy BaMX
Bpems yaepiWBaHUA OCHOBHOTO NMRa Ha Xpomarorpamme
MCOBLITY@MOTC  DaCTBOPE  JOAKHO  COOTRETCTHORATH Coorsercrayer
BPEMEHM  YARDIKMBAHUR  OCHOBHOTO  nuKka  Ha
XPOMETOTRAMME  pacTBOpa  CTaHAapTHOrO obpasya
BUBTUACIAMUKNOBONR KUCNOTHI.
PacTsopenue P pod, Yo-cnexrpodoromeTpus
Rucnormas cragua - ue Sonee 10 % CaHaO. 3%
(aueTuacannumnoson KMCAOTHI) Yepes 120 muH.
Bygepran cranus - He meree 75 % {Q) CsHa04 103 %
(aueTuncanuuMn0BOil KucAoTHY) vepes 90 Mk,
Canmumnosas kucnora BIWX
Cannumnnosas kicnove — He Gonee 3,0 %. He abHapyweno
Oanopogrocts [® P, cnocob 2 '
A03NPOBaHMs AV £ 15%. 4.7%
HonvyecTBeHHOE B3XX
onpeganeHue Ot 950 mo 1050 mr CsHsOs (auetuncanuunnosoit 96,3 mr
KMCNOTBI) B TaBneTre
MukpoBuonoruseckas Kareropua 3A
YuCTOTE
OBuiee umeno aspobHex

MHKDOOPranMamos 8 1¢;
Obutee 4ucao Aporckesbix
“ naeCHEBLIX rprbos B 1 1;

Escherichiacolis1r.

re Bonee 1+ 103 KOE / r/mn;

He Bonee 1« 102 KOE / rfma;
OTLYTCTBYE 8 1 rima,

Ynaxosxa

| KPBIWKOR BMHTOBOH noAMMEpHODR ¢ KOHTROAEM NEpBOMD

mewxee 1- 100 KOE

meHee 1 - 101KOE

Mo 5, 10, 25 uau 30 rabnetox & KOHTYpHYIO suelikosyo
YN2KOBKY M3 MABHKM NOAMBUHUNXACPUAHOH u bonpry
BMOMWHUEBONA NEYATHOR AAKMPOBAHHGH,

Mo 10, 20, 30, 50, 60 wav 100 Tabnetox o $AAKOHB
CTEKARHHLIE W3  HODUMHEBOTG Crewna, YKYNOpeHHbIe

BCRDBITAR Uk HaBMHYMBAIOWENCS NOMAMMEPHOR KPBILKOH
€ BMOHTMPOBAHHOR CheMHOIA MANCYNON cavkarens u c
KOABLOM KOHTDONA NEPBOID BCKPBITHE,

Mg 10, 20, 30, 50, 60 wam 100 1abneTok 3 Bamku us
NoAUSTUNRHTEDETANATE A/R  NeHapCTBEeHHbIX cpeacre
AAM NOAMNPONMAEHOSLIE AR AEKAPCTBEHHBIX cpeacTs,
YKYNOPEHHbIE KOLIWKEMM U3 NOMMITHAGHZ BLICOKOID
ABBAGHMA  C  KOWTRONEM MNEPBOTD  BCKPLITMR MM
KPBIWKEMU ROAMNDONMARHOBLIMIA € CUCTEMON HHAKETH-
NOBEPHYTLR WAM KDBILIKAMM V3 MOAMSTMAGHE HU3KGO
AEBNBHUA C HOHTPONEM NEPBOTO BIKPLITHA,

Ceobogmoe npoctpamctse 8 Baxe 3ANONHAIT BaTOM
MEAULIMHCKOH MAfDOCKONMYECKON.

Ha  Bawwy wuam  dnaxon HaKkneusaior
CAMOKNBALLYIOCS.

| Oapny Gamwy (dnaxon) waw 1, 2, 3, 4,5 6 wwm 10

STUKETHY

oTCYTCTRYET
Mo 30 1abreTox 8 KoHTYPHOR fueiKosaR
ynNaxkosxe n3 MASHKA
NOAMBUHUAXNOPHAHON “ doseru

AMOMKHMEBOR NEYSTHON NAKKUPOBAHHON,

1 KOHTYDH2A AYBAKOBAR YNZKOBKA BMECTE ¢
MHCTPYKUMEHA N0 MPUMEHEHNIO NOMEWEHS
B KAPTOHHYIO YNEKOBKY (navuky).

Odgopaneno: Ciaip AR,

Crpanmua: 1 132
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Qf OZON MecTo Haxomagnua: 000 «0aoH», Poceus, 445351 Camaporan oba., r. urynescy, ya. Necounan, 4. 11
g M

2CTA OCYLRCTAASHMA AMUEHINDYEMOR A8aTER
SAPRMEETIG  ruanneTpowTenei, 4. §; Ten. 479874599091, +79874

sHOCTH: D00 wlzoH», Poccus, 445351 Camapcran obn., 1. 0. MUryaeeck, r. Murynesck, yi.
599902, (84852) 280-00, paxc (B48GZ) 341-09;

Auuenznn Munucrepcrsa NpomsiwAeHHOCT v Toprosin PO Ng 00072-1C

KOHTYDHBIX AMEfKDBLIX YNAKOBOK BMECTE MHCTDYRUMENR
N0 APUMEHEHMI0 NOMEWADT B HADTOHHYID YNaxkoery
{na4xy).

LONYCKAeTCs KOMANBKTALMA NO 2 WAM 3 KapTOnHbie
ynasosxy (nauxu).

Mapunposxa

Ha KouTypHOl  nuefikOBOR  ynakooke {6aucTepe)
YKaINBAIOT TOPrOBOE HAWMMEHOBAHWE /ICKAPCTBERHOMD

npenapat@ W PYNNMPOBOMHOE  HaUMEHOBaHue
NeKAapCTBEHHOTO Npenapata, AGKAPCTEEHHYD GopMmY,
AO3UPOBKY, HaMMEHDE8EHME [EpHATENR

PEruCTPRUMOHHOTO  YOOCTOBEPEHUA W HaMMEHOBaHWE
NPOM3BOAMTENA /IEHBPCTEEHHOD  fpenapata, HOMEp
cepuu (BrAMBIOUIMA MECAL # 04 NPOW3BOACTEa), AaTY
MCTEYEHMA CPOKA rOAHOCTY (MECRL ¥ rog).

Ha atuietke BGamxm (dnaxoHa) yHEsbIBalT TOProsoe
HAaUMEHOBANKE JIEKAPCTEEHHOM npenapara w
rpynnNMpoBoyNHoe HaUMEHOBaHWe NeRapCTBeRHOND
npenapata,  feKapcTBeHHYI0  GOpMY,  RO3MDOBRY,
konauqecTe0 Tabnetoxk & OSamke (dnaxowe), cnocoB
npumesenus: «lAR NpUema SHYTPL®, HaUMeHoBaHKe
JEpHaTens  PErdCTPILMOHHOMD  YAOCTOBEpeHus M
HIUMEHOBaHNE rpoKU3BOAUTEAR NIBKAPCTERHHOMD
npenapata, nOTOTWN NPOM3BOAMTENR, dapm-kom, HoOMep
cepui (BRMOYAIOWMI MECAL, 1M rOA NPOM3BOACTEA), A3TY
WCTEUBHWA CPOKE FOAHOCTY (rOARH ADT MECAL, 1 TOA).

Ha xapTonHoli ynakoske (nawke) ykasulsaloT TOprosoe

HauMEHOBAaHNE NeKAPCTBEHHOTO npenapata “
rpynnMpoBoYHOE HauMeHOoBaHue NekaplTBEHHOTO
npenapara, HaumeHoBaxue hepwarensa

DEryCTPELMOHHOO YAOCTOBEPEHMR W HAMMEHOBaHWE
NPOW3BOAMTENR  AEKAPCTBEHHOrO  npenapara,  agpec
MPOM3BOOMTENR NeX3DCTReHHOre npenapata {crpana,
oBnacts, ropoa), SAEKTPOHHbIA  aapec W cakT
NPOWABOAMATEAR, 3/DEC ASPWATENA PEerMCTRALMOHHOMD
yaocTosepeHMa  (CTpana),  NeKapCTBeHHYio bapmy,
aosnpoBxy,  KomwuecTeo  TalneToR B ynakoBke,
WHGOPMALMIC © COCTaBE NEHEPCTBEHHOrO npenapara
{HauMmenoBaHUe  ABACTEYIOLIErD  BeulecTBa M €m0
KONUMECTBD, RNEpedeHb. BCNOMOTaTeNLHbLIX aeugecm},
HOMep Cepuy (BRAOUAIOWHIA MECALL U TOf NPOVMIBOACTSR),
[ATY MCTENEHUS CPOKA FOAHOCTH (FOARH A0 MECALL 4 fog),
yenosus xpaxedns, cnocob npumeneHus: «nn npuema
BHYTPbY, YCAOBMA OTNYCK3, HOMED DErKCTPaUMOHHOrD
YACCTOBEDSHMA, NOTOTAN  NPOW3BCAWTENS, Dapm-KOa,
WTPHXOSOR KOR, ABYMEpHBIA WTPUXQBOH KOA C NoRHOH
WiAM  uBCTMMHOR  pacwudpoBrOR  undopmauum,
COAepHWMACA B ABYMEPHOM WTPKXOBOM KOAE MAM Gez
Hero «CMOTPYM WHCTPYRUMIO NO NPUMEHEHWIO (AMCTON-

| exnappiw)», «He npWMEHATE NO uCTeYeHdK CPOoXa

FORHOCTH?, €XPaHUTL 8 HEROCTYRHOM AMA fetein mecren,
«AHTHErperaHTHoe CREACTeoY.

Ha w«oWTypHOt s4elKOBOR  ynaxosxe
{BaucTepe) YHA33HO! TOprosoe
HaumMeHoBsaxue NEeRAPCTBEHHOTO
npenapara 7 rEynnupoBoYHoe
HaumeHoBaHue NEH2PCTBEHHOIT
npenapara, NeKapCTBeHHEA $opma,
LO3MPOBKA, HAWMEMOBaEHWE [ePKITENR
PErMCTPALMONHHOND  YAOCTOBEPEHMA ¥

HauMeHOBaH#E MPOK3BOAMTENR
NeKapCTREHHOMD Npenapata, HomMap Cephn
[Broua WM MECAHLL " rog

NPOW3BOACTBA), [aTa MCTEYSHWA CPOKa
rOAHOCTH (Mecal v roa).

Ha xapToWHON ynaxkoske (nawxe) ykazaHo:
TOPrOB0e HaMMEHUBAHME NEKBPCTBEHHOMND
npenapata “ rpYNNUpPOBONHOE
HauMEHOBaHKE AEKBPCTEEHHOIO
npenapata, HauMeHOSaHue [epHaTes
PErMCTPALMOHHOMO  YAOCTOBEPEHWA U

HaMMEHOBaHKE npcnsaogm‘enn
NeREPCTBEHHOTD npenapara, appec
npoussoauTenn NEKBPLTERHHOID
npenapata (cTpawa, oBnacTs, rOpPOA),
SNEHTPOHHBINA appec ] canT
NPOKU3BOAMTENR, appec pepHkatess
DErUCTPALMOHHOD YAOCTOBEDEHUS
{crpana), NEKBPCTBRHHEA dopma,

posuposka, Konwvectso  Talnetek B
ynakoske, wmHdopmauws o cocTase
NEeRapCTBENHOID npenapata
{HaumeHOBaHWe AENCTAYIOWEND BewecTsa
" ero KOAMMECTBO, fiepereHs
BCAOMOrTEeNLHBIX BEUIECTS), HOMED Cepru
{BrAuA0LLNHA Mecay W o4
NPOM3BOACTBA), [HaTa WCTEYEHMS CPOK3
ropHocTv  (ropjew Ao mecay W ToAl,
YCAOBUA XpaHerws, Cnocol npumeHeHus:
«[lns NpMemMa BHYTPb®, YCNOBMA OTNYCHE,
HOMEP DEMMCTREUMOHHOID YAOTTOSEDEH!S,
aoroTMn  npowasoauTens,  $apm-xoa,
WTPMXOBOW KOA, ABYMEDHBIH WTRNMXOBOW
KO €  43cThuHOR  pacimdposKon
nHbOpMaLHM, COACOMALMIACE 8
LByMepHOM WTpMXOBOM Koge, «CmoTpr
MHCTPYHUMIO N0 MPUMEHERWIC  [AMCTOK-
BHABALIL) S, aHe NPUMEHATE NC KLTEHEHAN
cpoKa TOAHCCTIR, aXpaHnTs -]
HEOOCTYNHOM AR AeTel  mecTey,
GANTHArDEraHTHOR CPeALTEON. i

Cpox rogHocT¥

3 roga

Topew no: 01/2027 -

XpaHeHue Mpu TeMNEPaType He Bbliue 28°€.
3akmoueHne; ggmaefcraxerf ue coorsercrByet TpeBosanmnam /1M-005818-250919

Ogopmacno; Cruasp AB,

{HeobxoauMoe NoAMePKRHYTS]

//Hauax!bs-mx OKK: 7
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