J)

Q OZO N MecTa oCyLLecTBARHWA AMUEH3UPYEMOIi ABATENbHOCTH: 000 «030H», Poccus,
o FugpocrpouTened, a. 6; Ten. (84862) 71-851, 71

TARMLUERTRLA

MecTo naxomaerus: 000 «O30Hn, Poccur, 445351 Camapckas 06a., r. Murynesck, ya. Necounas, 4. 11
445351 Camapckasn oba., r. 0, Murynesck, . Wurynesck, ya.

-853/56/57/58; paxc (84862) 341-09, 290-00

/luueH3ns MuHUCTEPCTEA NPOMBILNEHHOCTY U Toprosau P® Ne 00072-1C

CepTudukar kavecTsa cepun Ne 11842 o7 11.12.2023

CumBactatuH, TabaeTkm, NOKPLITLIE NNEHOYHOR o6onoukois 40 mr

Homep cepum
[Aata Hauana npomnssoAacTBa
Konuuectso

AHENM3 BHINONHEH NO HOPMATMBHOMY ACKYMEHTY

TODOBGR HAUMENOBIMME NEKIPCTBONHOTD NPANAPATS, AGKAPCTERHNAR SODMI, AOIHPOBHE

PeructpaumorHoe yaocrosepenue NN-002618

031123
07.11.2023

7544 ynakoeox

/1N-002618-060820, Wam.Nel

HaumeHoBaHue noxasatens

MeTon KoHTpoas

HopmaTueHoe sHayeHue

PeaynbTat KOHTPOAR

Ot 0,068 g0 0,092 mr ByTarugpokcuarusona &
Tabnertxe,

OnucaHue BusyanbHbIk
Kpyrnbie ABORKOBLINYKALIE TaBACTKM, NOKDBLITLIE Rpyrasie 4BoAKOBLINYKALIE TabBneTky,
nneHo4Hoi 06onouxol Genoro uam noytv Genoro NOKPLITbIE NAEHOYHOK 060N04KOM NOYTH
usera. Ha nonepeyHom paspese agpo 6esioro uau Benoro ysera. Ha nonepesHom paspese BugHO
noutu Genoro usera. AAp0 nouTk benoro ysera.
MNopnrHsocTs
Cumeactatmu B3IMX
Bpems  ypepmuBaHus  OCHOBHOMC  nWKa  Wa
XpOMaTorpamme MCMLITYEMOrO  DacTeopa A0/MKHO Coorsercrayer
COOTBRTCTEOBATL BPEMEHU YAEDPKMBAHUA OCHOBHOrD
MvKa Ha  xpomatorpamme pactsopa 1 CO
ByTunruppokcuaHuson CUMBaCTaTUHE.
BIMHX
Bpems yaepiuBaHMa OCHOBHOIO NUKs Ha
XPOM3TOrpamMme MCNLITYEMOro PaCTBOPa AONKHD Cootsercrayer
COOTBETCTBOBATEL BPEMEHW YAEDMMBAHUA OCHOBHOM
NWKa Ha xpomaTorpamme pactsopa CO
Bytunrapokcnanusona.
PacrsopeHue (& PO BIMX
He menee 75 % (Q) CasHyaOs (cumsacTaTvmz) yepes 100 %
30 muHyT,
POACTBEHHbIE NPUMECH BIXX
Nosactatin (npumecs E) - He Gonee 1,0 %. 03%
TeruBacTaTuH (npumecs A)—He 6onee 1,0%. 0,1%
EAWHMYHEA HeuaeHTMOUUMPOBEHHaRA npumecs — He 0.1%
Gonee 0,3 %. 0,5%
CymMma HeuaeHTUDMUMPOBAHHBIX MPUMecel — He
Gonee 1,5 %.
Ocrarounsie opranuueckme X
pactsoputenn Copepmanne CsHeO (2-nponarona) s Karkaon 0,009 mr
rabaeTke gonmHO BbiTh He Gonee 1,96 mr.
OAHOPOAHOCTL AO3UPOBaHMA [ PO, cniocob 1, BIMX
AV<15,0%. 8,0 %
KonuuectsenHoe onpepeneHue
CumsacTatun B3MX
Or 37,0 po 43,0 mr CzsH3e0s (cumpacratuna) & 37,4 mr
Bytunruapokcuaruson Tabnetke,
BIMX 0,086 mr

MuKpeBUMONOruYecKan YucToTa
O6wee Yucno aspobHbix
MWKPCOPraHu3IMoB B 1 1;
Obuiee 41CA0 OpoXKEsbIX U
niecHeswix rpubos s 1r;
Escherichiacolis1r.

[® PO Kateropua 3 A.

He 6onee 1-10° KOE/ rfmn ;

e 6onee 1-102 KOE/ r/mn ;
oTcyTCTBMe B 1 r/mn

mexee 1410' KOE

meHee 1-10' KOE
OTCYTCTEYET

Ynakoexa

Mo 7, 10, 14, 20, 30, 50 TabneTox B8 KoHTypHyio

AYERKOBYIO yNaKosky u3 nAeHKK
NOMNBUHUAXNOPUAHOM nmbo NAGHKK
NOAUBMHWAXNCPKAaHOA/

NOAMBMHUIMARHXNOPUAHON 1 PONLIM ANIOMUHKEBON
NeYaTHOR NAaKUPOBAHHOH,

Mo 7, 10, 14, 20, 30, 50 tabnerox & KOHTYDHYIO
AYeiiKoBYK YNaKkosKy U3 mMartepuana

Mo 30 rtaBnetok s KOHTYPHOW AYEMKOBOW
YNEKOBKE W3 NACHKM NOAUBMHUNXACPUAHOMN 1
$onbry anoMuHueso neyarHoH
NaKMpOBaHHOM,

1 HOHTYDHAA AYEAKOBaR YNaKOSKa BMecTe ¢
MHCTPYKUMEN MO MEANLMHCKOMY NPUMEHEHUIO
(AMCTOK-BKA3ABIL) NomeweHa B KaPTOHHYO
YNaKOBKY (nayxy).

Odiopsuieno: Crasp AB.

Crpannua: 1 u3 2




- ")) Mecro Haxomaerka: 000 «O3owx, Poccus, 445351 Camapcxas oba., r. Murynescx, ya. MecoyHas, 4. 11
L OZO N Mecra ocywecranenus amueHIupyemon pestensHocTv: 000 «O30Hy, Poccus, 445351 Camapckan o6a., 1. 0. Murynesck, r. urynesck, ya.
' TwapocTpouTenei, 4. 6; Ten. (84862) 71-851, 71-853/56/57/58; daxc (84862) 341-09, 250-00

SAPMALEETHHA

Nuuensua MuHucre

pcTBa MpombiuneHHocTH 1 Toproeay PG Ne 00072-AC

KoMmBuHUpoBarHOro Ha ocHoBe Honbru
(TpexcnoliHsin matepuan, BRNQHAIOWMIA
SNIOMUHVEBYID ponbry, MABHRY HE
OPHEHTUPOBEHHOMO nonvamuaa,
NOAUBUHHAXAOPKAHYIO MAEHKY) 7] donsru
ANIOMUHMEBOM NeYaTHON NaKUPOBaHHOMN,
1,2,3,4,56,7, 8, 9 unu 10 KOHTYPHBIX AYEHKOBbIX
YNAKOBOK BMECTE C MHCTRYKUMEN NO MEANLMHCKOMY
NPUMEHEHWIO  (NUCTOK-BKAAALIW) nomewawnT 8
KapTOHHYIO YNaKkoBsKy (nadry).

MapkrpoBKa

Ha KOWTYpHOU sAdelikoBOR ynakoske (BaucTepe)

YKa3blBaKT TOprosoe HauMeHOBaHue
NEKEPCTEEHHOrO npenapata (cosnagaer ¢
MEMAYHAPOAHBIM HENATeHTOBAHHbLIM
HaUMEHOBaHWEM), NEKAPCTBEHHYIO dopmy,
L03MPOERY, HavuMeHoBaHue Aeprarena

PErucTPaUMOHHOrO YyAOCTOBEPEHMS U HAMMEHDBaHME
NPOM3BOAMTENA NIEKANCTBEHHOTO NPEnapara, HOMEP
Cepum (BKAIONIIOWMI MECALL ¥ rog npou3soAacTea),
AATY UCTEUEHMA CPOKA FOAHOCTH (MECAL 1 rog).

Ha «aproHHo# ynakoske [nauKe) yxaswizawoT
TOprosoe HanMeHoBaHue NEKAPCTBEHHOro
npenapata  (cosnaf@er ¢ MEMAYHApPOSHbIM
HENaTeHTOBaHHbLIM HaUMeHOBaHMeMm),
HaMMEHCBAHWME  AEPWATeNR  PerucTPaUMOHHOrD
YAOCTOBEPEHMA W HAWMEHOBAHME MPOM3IBOAWUTENS
/IeHapCTBEHHOMD Npenapata, aApec NpovM3eoAuTens
NeK3apCTBEHHOrO npenaparta (cTpana, obaacrs, ropoa)
(Ans naowapku 000 «OsoH»), agpec
NPOM3BOAMTENA NEKAPCTBEHHOMO Npenapata (cTpaua,
obnacte, ropogckoii ospyr) (4R naowanku 000
«030H Papmy), agpec aepHartens
PEerMcTRaLUOHHOIO YAOCTOBEpeHUA (cTpana),
3NGKTPOHHBIA  agpec M CaWT  npowuasoguTens,
NEKAPCTBRHHYIO QOPMY, MAO3UPOBKY, HKONMYECTBO
Tabnetok 8 ynakoeKke, wHOOPMAUMID © cocTase
NeHAPCTBEHHOIO npenapara (HaumeHoBaHUE
LeACTBYIOWEro  BEWECTBA W f0  KONMYECTBO,
nepeYeHb BCNOMQraTenbHbix BEWECTE), HOMED cepun
(BrAlcualoWwmit mMecay v rog npoussoacTsa), aary
UCTEHEHMA CPOKA rogHOCTH (rofeH Ao: mecsy 1 rog),
YCACBMA XpaHeHus, cnocof npumenedna: «[nA
NpMemMa  BHYTPbY, YCNOBWMA  OTNyCKa, HOMEp
PervcTpayuoHHoro yAOCTOBEPEHMSA, norotun
npoussoauTens,  $apM-Kod,  WTPMXOBOM  KoA,
ABYMEDHLIA  WTPMXOBCH KOA C NOAHOM  MAM
43CTUHHOM pacwmppoBKon MHGOpMaLMK,
COAEPMHAWERHCA B ABYMEPHOM LUTPUXOBOM KOGE WMAM
be3 nero, «CMOTPU MHCTPYKUMIO NO MEANLUUHCKOMY
MPUMEHEHWIO (NMCTOK-BKAZABIW)», «He npUMEHATL
MO WCTEYEHMW CPOKE rOAHOCTHY, «XpaHuTs 8
HEAOCTYNHOM ANR AeTen mecTen.

LON0AHWTENBHO Ha KapTOHHONK ynakosxe (nayke)
AyBAMDYETCA TOProBOe HAMMEHOBAHME K A03MpOBKa
C Mcnone3osanmem wpudrta bpaina.

Ha  KOHTYpHOW  m4elikoBOR  ynaxoaxe
{6aucTepe) ykazaHo: TOProBoe HauMeHOBaHKe
NIeKapCTBEHHOrO npenapata  (coenapaet c
MENAYHIPOaHbBIM HEMBTEHTOBAHHKbIM
HaMMEHOBaHMeM), nekapcTseHHas  dopma,
[03KMPOBKE, HaMMEHOBaKME  OepwaTens
PErUCTPaLMOHHOI yACCTOBEPeHMA W
HAUMEHOBAHME NPOM3BOAMTENR
NEKapCTBEHHOrO nNpenapaTa, HOMEp cepuw
(BrmovarowmiA mecay, M rog npovssoacTsa),
AaT3a WCTEYBHMA CPOKa rOAHOCTM (MeCauy u
rog).

Ha KapTOHHOW ynakcBke (nauxe) ykasawWo:
TOProBOe HaXUMEHOB3HWE /IeK3apCTBEHHOrO
npenapata (cosnagaet ¢ MemayHapogHbIM
HEeNaTeHTOBaKHbIM HaMMeHOBaHnem),
HaMMEHOBaHWe AePMATENR DErMCTPaUMORHOIO
YOOCTOBEPEHMA " HAWMEBHOBaHWe
NPOM3BOAMTENA NEKapCTBRHHOrO npenaparta,
24pec  NPOM3BOAMTENA  IEKAPCTBEHHOID
npenapata (ctpaHa, obnacTe, ropoa), aapec
pepwarens PEerCcTPaLMOHHOro
YAOCTOBEPEHMA (CTpaMa), INEKTROHHbIR agpec
¥ C3UT  NPOM3BOAWTENR, ANEKapCTBEHHAA
$OopMa, A03MPOBK3, KOAMYECTso TabneTox B
yNaKoeke, uHpOpMaums 0 cocTase
JIEKEPCTBRHHOTO npenapara (HanmesosaHue
AeACTBYIOWErO BEWECTBE M er0 KONMYECTSO,
nepe4eHt BCNOMOraTeNibHLIX BEWECTE), HOMEp
cepuu  (BRAKMAOWMA  MeCAU u oA
NpoM3BOACTBA), OaTa  WCTEBYEHMA  CPOKa
rOAHOCTU (rogeH A0: MecAl M rog), yonosws
XpaHerws, cnocob npumerenva: «0as npuema
BHYTPbY, YCNOBUR OTNYyCKa, Homep
PETHCTPALMOHHOD YOOCTOBEPEHMA, AOrOTHN
NPOM3BOAMTENR, $3PM-KOA, WTPUXOBONM Kog,
ABYMEDHbIM  WTPUXOBOW KOL C HacTWdHOM
P3CWMPPOBKOK MHPOPMALMK, COARPKAWEeHCH
8 ABYMEPHOM WTPMXOBOM Koge, «CMmoTpu
MHCTPYKUMIO NO MEAULMHCKOMY NPUMEHEHIIO
(nMcTok-srnageiw)», «He NpUmeHsTs  no
MCTEYEHUM CPOKA rOAHOCTM®, «XpaHuTe B
HELOCTYNHOM ANR A8Tel mecTen.
AONONHMTENBHO Ha3  KapTOMHOM  ynakoske
(nauke) npoayb6amMpoBaHs Toprosoe
HaKMEeHOBaHue u 0,031POBKa c
UCNONL3CBaHMEM WPKMbTa Spaina.

XpaHenue

B 3awwiwerHom OT CBETA MeCTe, Npu Temnepartype He sbilwe 25 2C

Cpok rogHocTu

3ropa

| rogen go: 10/2026

3aknioueHMe: COOTBETCTBYET / He cooTsercTsyeT TpefosaHuam /M-0026 18-060820, M3m.Ne1

Odopmneno: Cxasp AB.

(Heo6x0aMmoe noa4EepKHYTH)

HavansHuk OKK

/Kupuauna N.®. \

- g

N B

Crpanyug: 2 w3 2




| Jnuensus Ne 00072-JIC
‘." p 9 GMP/EAEU/RU/00098-2021
@ OZON Paspemenne
WAPMALIFDT KA Ha BBIITYCK CEPHH JIEKapCTBEHHOTIO npenapara B peajiM3alyio
, (BBOJL B rpaskaHCKuii 060poT) I0.447(03)
Ne 11842 or oo
Hanmenoarue npenapara CumBacTaTiy
MexayHapoaHOe HenaTeHTOBAHHOE, HiH IpYNIHPOBAHHOE, Cumpacrarus
HAH XHMHY€CKOe HAHMEHOBAHHE
JlexapcrsenHas gopma Tabnerky, nOKpbITHIE MiIeHOTHOH 0Gon0uKOl
Josuposka 40 Mr
Qopma BeImyCcKa TaGNeTKH, MOKPbITHIE MUICHOYHOI 060M0UKOH, 40 MI
(KOHTYpH2R suefikosas ynakoska) 30 X 1 (nauxa KapTOHHas)
Homep cepun 031123
Konmuuectso 7544 ynakonox
Jara Hauana npouseoacTEa 07.11.2023
Cpok ronsocts / Comew oo 3 rona/ 10/2026
Hopmatusras nokymentaums JIT1-002618-060820, uzm. Nel
Ceprudhixar kauecrsa 11842 ot 11.12.2023
Haumenonaune npoussoautens 000 «O30n»
Ajpec npousBonuTens (Bce cTamMK NPOH3BOACTRA, BKIIOYAS Camapckas o6n., r.0. XKurynesck, r. AKurynesck,
BLIMYCKAK LN KOHTPOJIL Ka4ecTBa) yh. l'uapoctpourened, 1. 6
Perucrpaunonnoe ynoctosepenue JIIT-002618
Hata rocynapcrsennoit pernctpaumu 11.09.2014 r.
Hanmesosanne nepxarens perncrpaumonsnoro yaoctosepeHus| OO0 «ATtonn»
Paspewenne aeftcTBuTeNbHO 10 10/2026
Kommentapww |-

[Mpusenentas suiwe undopMaums ssasercs Joctoseproif u Tounoit. Cepus nexapcrseHHoro Npenapara npox3seacHa (BKMOYaA yYNaKOBKY
(M2PKKPOBKY) M KOHTPO/IL KauecTra) Ha NPOU3IBOACTBEHHOH MNOIIALKE B NOAHOM COOTBETCTBHY ¢ TpeGoBanusmy rueH3nK, [Tpasun nannekaueit
NPOH3BOACTHEHHON NPAKTHKH, PErMCTPAUMONHOTO docke. 3amHeH no NPOH3BO/CTBY, YNAKOBKE H KOHTPOMO KauecTsa IPOBEPEHE], W YCTAHOBICHO
UX cooTsetcreie TpeGosannan [Tpasun vaanexainei TIPOK3BOICTBEHHON MPAKTHKHM.

K BBOAY B I'PAXXIAHCKUI OBOPOT PA3PEILEHO: i Tl a Her

YHonHoMo4eHHOe nuno :

Lleee%ef+) Unpunena Enena Braanvuposna/ -
noanuce / dHO Tlara N

Mamaivstias 1 s 1



«CeBefieHnA o0 BBOAE B rpaxfaHckuin odopoT B Poccuiickon ®epepaumm NeKapcTBEHHbIX CPeacTB No COCTOAHWMIO Ha 26.01.2024
12:02»

SAPARDOXPAHEHMA

8

Jlara Brecennn 8 AHC n EHTENL (BLITY = = HopmaTnenas Oprauw 3 Homwep Howep, xata
Pocisesi Toprosoe nanvienosanne SRR} Crpana Ceeienns 0 CTaQHAX TPOH3BOACTEA i BLINYCTHBILAA B CepHH, PAIPEHICHHS HA
o P2 e o rpaxnanckHii obopor NAPTHH Him
CumBacTaTHi; Ta6NCTKH. NOKPHITEC N1CHOMHOR OBmecTBO ¢ OrpaHHYCHHOA OBmEcTBO ¢ OrpaHHYCHHOR N1-002618-060820: Hine, Nel
11.12.2023 ofionouxoft 40 mr 30 mT., YNAKOBKH AUEAKOBHC oTBeTCTBEHHOCTHIO “Oson” (000 Poccus oTeeTcTReRHOCTRID "Oson” (000 ° o COMLTRE 000 "Oson” 031123
- " - ,. & JI-002618-060820
KOHTYPHBE (1), NaYKH KapTOHHbie/ ~ Oson™) Oso01"), Poccua
CumpacTaTii; TaBneTKH. NOKPHTHE MIEHOYHOR O6mecTso ¢ OrpaHHYeHHOM O0mecTBO ¢ OrpaHHYeHHOM JIT-002618-060820: Hast. Nel
06.12.2023 obonoyko# 20 mMr 30 mWT., yNakoBKH SuefKOBNE oTtBeTCTBeHHOCTHID "Oson” (000 Pocens oTBeTcTBeRHOCTHIO "Oon” (000 ° S : 000 "Oson” 031123
“Ohon” s - & JIMT-002618-060820
KOHTYpHHe (1), naukn KapTonHHe/ ~ Oson”) Oson”), Pocens




