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CAPMAUESTHKA

Mecro Haxomaerus: 000 «030H», Poccws, 445351 Camapexan 06, r. Murynesck, ya. Mecounas, a. 11
Mecra oCyWecTBARHIA NMUSHIAPYEMOR AeaTensHOCTH: 000 «Q30n», Poccva, 445351 Camapckan o6, r. 0. Murynesck, r. HWuryneacy, ya.
TvppocTpouTened, 4. 6; Ten. +79874599991, +79874595952, (B4862) 290-00, daxe (84862) 341-09;

Nuuenzus Murucrepersa NpowmbiwnersocTu u Toprosan PO Ne 00072-1C

Ceprudurar kauectsa cepuu Ne 2821 ot 22.03.2024

Amnoaunuu, Tabaetku 10mr

TOPIGBO0E HAMMENGBAHE NEKAPCTBENHOTD NPENAPATA, ABKIPCTORHHAR GODMA, SOIUPOBKE

PeructpaunonHoe yaoctosepexue SICP-000087

Homep cepuu 030324
fata Hauana npoussoacTea 04.03.2024
KonuuecTeo 99480 ynakosok
AHaAM3 BLINCAHEH N0 HOPMATUBHOMY ROKYMEHTY NCP-000087-090322, Mam.Nel, Ne2
HaumeHoBsarue noxasatens Merog_sorTpons PesynsTaT KoHTPOARA
HopmaTtusHoe 3HaueHue
Onucanue BusyansHuii
Kpyrasie naockoumauHapuseckue tabaetuu Benoro uau Kpyrisie naockoumnukppuueckue Ttabretku
noutn Genoro UBeTa ¢ pUCKON ¥ dackoi. fdonyckaetcs | noutw Genoro ugeta ¢ pucKol u ackon.
NErKas MPamopHOCTL. TIpUCYTCTBYET fierkan MpamopHOCTb.
NopnunHocTs BIKX
Bpema  yaepMUBaEHMR  OCHOBHOTO  nuka  Ha
XpOM3Torpamme  WCNLITYEMOrO  pacTBopa  [OMKHO CooTsercrayer
COOTBETCTBOBATE  BPEMEHW  YAGDMMUBAHUA  NuKa
AMA0AMNTUHA Ha Xpomarorpamme pacTaopa
crangaprHoro obpasua(Coj 1.
EKT TOMETPUA
ChexTpel  NOT/OWEHWS  MCTILITYEMOrO  pacTsopa  w CootBercysyer
pacteopa CO amnoaunvta 6esvnata 8 obnacty ot 220
B0 450 HM AD/DHHBI UMETE MaKCUMYMb! U MUHMMYMBI
NOrAOWEHHA NPU OAHMX ¥ TEX e [/ IMHaxX BoAH(+2).
PacrecpeHue [@ PP, YO-cnekrpodoTomeTpus
He mexee 70 % (Q) CaoH2sCIN;Os (amnocamnuna) 4yepes 98 %
45 muH.
PopcTeexHble npumecy B3MX
Npumecs D ~ He Bonee 0,3 %; 0,02 %
EQUHUYHAR  HEMOEHTUQUUMPOBAHHAR npUMecs - He
Gonee 0,3%; He obHapyxero
Cymma npumeceii — He 6onee 1,5 %. 0,02 %
OAHOPOAHOCTL [O3UPOBaHUA [® P®, Cnocob 1. YO-cnextpodoTomerpua
AV<15,0%. 89 %

Murpobuonoruyecxas yucToTa
QSuwee Yneno a3pobubix
MHKpOOpramusmos s 1r;
OBuiee “UCho AROHKEBLIX 1

(% P®, Kateropun 3 A,

e 6onee 1-10% KOE / r/mn;

meree 1 - 101KOE

Ha CPRAHIO Maccy TabBneTxu,

nnecHesuix rpubos e 1r; He Bonee 1-10? KOE / r/mn; medee 1 - 10 KOE
Escherichiacolis 1r. OTCYTCTBYET B 1 r/Mn. OTCYTCTBYET
HosudecTeerHoe onpepensHme BIWX

Or 9,3 no 10,8 mr CaoHasCIN2Os (amnogununz), cuntas 9,8 mr

YK33bIBAIOT TOPICBOE HAUMEHOBAHWE NeKapCTBEHHOTO
npenapara {cosnapaer C MEMAYHAPOAHLIM
HENZTEHTOBAHHLIM HAMMEHOBAHMEM), /leKapCTBeHHY:D

Ynaxoska Mo 10, 30 1abneTok B KOHTYPHYIO AuelikoByio ynakosky | Mo 30 vabnerox B8 KOHTYpHOW suelikosoi
M3 AAGHKM  NOAUBMHMAXAODUAHON, AMBO  NAGHKM | YNakoBKe u3 naeHxu NONKBUHWAXIODMAHON
NOSMBUHIXNOPUAHON/NOAMBUHKAMABHKAOPUAHOR 1 | donbIH anommHuesod fIB4ETHOM
DONLTYM BNIOMUHUEBON NEYATHON NaKMPOBEHHOM, NAKUPOBAHHOMN.
Mav no 10, 30 7abnetok B KOHTYpHYIO AYEIKOBYIO | 1 KOHTYPHER AYS/AKOBaR YNaKosKa amecte ¢
YNAKOBKY M3 MaTepuana KOMBUHUPOBAHHOIO Ha OCHOBE | MHCTPYKLMel no MEAMUMHCKOMY NPUMEHEHUIO
©onbrv  {TPeXcAOMHbIA MaTepuan,  BKAKYAIOWMI | NOMELUEHA B KAPTOHHYIO ynaKoexy {nauxy).
3MOMUHUEBYIO OALTY, NABHKY M3 OPUEHTUPOBEHHOTO
AOAMAMILE, NOAUBMHUIXAOPUAHYIO NABHKY) M GOAbIM
AAIOMUHAEBON NEYATHON NAKMPOBAHHON,
1,2,3,4,5,6, 8 unu 10 KOHTYPHBIX A4eliko8six YNaKoBOK
BMECTE C MHCTPYKUMER NO MEANLMHCKOMY NPUMEHEHIO
NOMEBLIAIOT B KAPTOHHYIO YNaKosKy (maury),

Mapkuposka Ha KOWTypHOM  sueiikosoit  ynaxoske (Baucrepe)  Ha KOHTYDHOW  AYSHKOBOW

YNaKoBKe

| (Bnucrepe) yrasano: Toprosoe HaumeHoBaHue

NeKapCTBeHHOrO npenapata
MERAYHAPOOHBIM

(coBnagaer ¢
HENaTeHTOBaHHbIM

Odopmneso: Beaosa H.C.

Crpaunua: | uz 2
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CAPMALER KA

Mecto Haxomaenua: 000 «OacHn, POCTHA,
MECTa OCYULBCTENEHUR THLEH3NPYEMOR QRATENLHOCTH! 000 «0O30u», Poccus,
fugpocrponteneit, 4. §; Ten. +79874599991, +79874599992, (8486

445351 Camapexan o6, 1. Jurynesck, ya. Mecowsas, 4. 11
445351 Camapcxan obn., 1. 0. Murynesck, 1. Hurynescy, ya.
2) 290-00, daxc (84862) 341-09;

Nuuenana Murucrepcrsa NPOMBILARHHOCTH M TOPrOBAK P® Ne 00072-AC

bopMmy, [OO3UPOBKY, HAMMEHOBAHWE  JepMaTtens
pemc'rpauuormcro VAOCTOBQPEHIEH “ HavMeHoBsaHne
NpOW3BOSMTENA /NIEKAPCTBENHOIC npenapara, Homep
cepun (BRAIOYIOLMIA MECAL, M FOA NPOM3BOACTBA), AATY
MCTEM@HMA COKA FOAHOCTH (MECAL, M FOA).

Ha KapToHHOM ynakoske (nauke) ykassisaioT Toprosoe
HaUMEHOBaHWE NeKapCTBEHHOTO Npenapata (coBnajaer

¢ MEMAYHEPOAHbIM HEnaTeHTOBAHHLIM
HauMeHoBaHueM), HauMEHOBaHKuE Leparens
PEFHCTPAUMOHHOIO  yhocTOBepenua  (coBnagaer ¢
HayMEHOBAHMEM NPOU3BOAUTENR), agpec
NPOU3BOAUTENSA NEKAPCTBEHHOTO Npenapara (cosnagaer
c anpecom Lepwarens perncTPaunaHHorN
ynoctosepenus)  (cTpawa,  oBaacTs, ropog) (pns

nnouaaku 000 «030HY), HaMMEHOBaHME OepMaTens
PETUCTPALMOHHOMD YAOCTOBEPEHMA U HaUMeHOBaHue
NPOM3IBOAWTENR /IEKAPCTBEHHOTO npenapata, aagpec
NpOM3BOSMTENS NeKapCTBEHHOTO npenapara {cTpada,
obnacte, TOPOACKOW COKPYr), aapec [epmarens
PErvCTPALMOMHOTG  YAOCTOBEpeHuA  (cTpaHa) {ann
naowaaku 000 «O30H Gapmy), 3INEKTPOHHLIA 3ppec ¥
caliT  NpOM3BOAMTENR,  NEKAapCTeeHHYlo  opmy,
AO3MPOBKY, KOAW4ecTBO Tabnetok B ynakossxe,
WHOOPMaUMIQ O COCTaBe NexapCTBeHHOrO npenapara
(HaumeroBaHMe AEACTBYIOWErc BEwecTsa M ero
KOMWYECTBO, MNEPEYEHL BCNOMOTATENBHBIX BEWECTs),
HOMEp cepuu  (BKAIOHEIOWMA  MECAL 4 TOA
NPOM3BOACTEA), AATY MCTEYEHMA CPOKE FOAHOCTH (ropen
00: MECAL W (OA), YCAOBMA XPaHEHWR, cnocob
npumeHeHna: « [l NpUema BHYTPb.», YC/I0BWMA OTNYCKE,
HOMEP PerMCTPaLMOHHOTO YAOCTOBEpEHMA, AOrOTAN
Npon3BOAUTENS, bapm-Kopa, WTPUXOBOM Koa,
ABYMEDHBI WITPMXOBOH KOL C NO/HOR MAM HAaCTUMHOR
paciudpoBKoil  uHOOpPMaumM,  COpepMawencs B
ABYMEPHOM LTPUXCBOM KoAe nau Be3 Hero, «CmoTpu
MHCTPYKUMIO NO MEOMUMHCKOMY NPpUMEHEHMO», «He
NPUMEHATH N0 MCTEMEHWUN CPOKA FOAHOCTH.», «XPAHWTL B
HEegoCTYNHOM ana aerei mecTe.»,
GAHTUIANEPTEH3MEBHBIN AHTUAHTUHANBHBIA NPenapaT.
[lONONHUTEALHO Ha KapTOHHOW ynakoeke (nauxe)
AyBAMPYETCR TODFOBOE HaWMEHOBAHME W A03MPOBKE C
ucnonb3osaHuem wopudra bpaina.

HaUMEHOBaHKEM), J/IeKapCTBEHHAR
L[O3MPOBKA, HaUMEeHOBaHKUE
perucTpayMoHHoro YACCTOBRPEHWA "
HaumeHoBaHue NpPOU3BOAMTEAA
NEKAPCTBEHHOTO Mpenapate, HOMED Cepuy
{Bxniouatowmii MeCcaL ¥ rof NpoW3BOACTBa),
[3Ta WCTBYEHMA CPOKA rOAHOCTM (mecau u
roa).

Ha KapToHMO# ynakosxe (nauxe) ykasaHo!
Toprosce HauMmeHoOBakHne NReHapCTBEHHOIo
npenapata (COBMafiaeT € MEXAYHEPOAHBIM
HENAaTEHTOBAHHBIM HaMMeHOBaHMEM),
HEWMEHOBAHUE QEPIKATENR PErvCTPALMOHHOTO
YAOCTOBEPEHUA (COBNAZAET C HAUMEHOBIHVEM
npoussoaMTens),  aApec  npowusBoauTeEns
NIEKApCTBEHHOrO npenapata  (cosnapseT ¢
afpecom  AEpMaTens  PerucTpauLuoHHOro
ynocrosepenus) (cTpana, obnacts, ropoa),
INEKTPOHHLIA aapec v CallT NPOMIBOAWTENS,
NEeKapCTBEHHAR dopma, [O3MPOBKa,
KONWYeCTso TabneTox B YNaxkoswe,
uHbopmMauua O COCT3BE  /IEKAPCTBEHHOro
npenapata (HaumeHoBaHWe peRCTByIOWErC
BeWecTsa ¥ ero KOMWYecTBo, rnepedeHs
BCNOMOTATEAbHBIX BELWECTB), HOMEpR cepwun
{BKMOuAOWMI MECAY U O NPOK3BOACTSA),
faTa ucTedeHWs CpOKa rogHocTv (rogeH AC:
MECAL, ¥ roa), yChoBua XxpaHewus, cnocob
npUMEHeHKa: « 18 NPUeMa BHYTPb.», YCAOBUA
OTNYCKa, HOMED PErMCTDAUMOHHOID
VAOCTOBEPEHWA, NOTOTMN  NPOU3BOAUTEAR,
dapm-Koa, WTPUXOBOW HOA, ABYMEPHbIR
LITPUXOBOH KOS, c uHbopmaumu,
copepwalieica 8 [BYMEPHOM  LWTPUXOBOM
KoAe, «CmoTpK WHCTPYKLMIO no
MEAALMHCHOMY npuMeHeHo», «He
NPUMEHATL NO MCTEYEHUU CDOKE FOAHOCTM.Z,
«XpaH1Tb B HEQOCTYNHOM MR AgTel mecTe.»,
CAHTUTMINE PTEH3UBHbIA BHTHAHIMHANBHBIR
npenapar.».

[ononuuTenbHo Ha KapTOHHOW  yMakoske
(nauxe) npoay6aupoBanbi Toprosoe
HauMeHoBaHue ¥ LO3MPOBKa o
MCnoab30BaHMeM WwpudTa bpaias.

dopma,
LepRaTens

CpOK rogHocTH

4ropa

TopeH po: 02/2028

XpaHeHue

TMpw Temnepartype He sbiwe 252C B KaPTOHHOR ynakosxe {niauke).

3aKnloueHMe: COOTBETCTBYET/ He COOTBETCTBYET tpebosanuam ICP-000087-090322, Uam.Nel,Ne2

3amecTuTenb HavansHuka OKK no npou3soacTsy:

Odopmneno: benosa H.C,

{HeobXoLMMOER NOAHEPKHYTD)

Crpaumua: 2 u3 2




Jnnenana Ne 00072-JIC

OZON

DARMALIFRTIARA

Ne GMP/EAEU /RU/00098-2021

Ha BBITYCK CepHH JICKAPCTBECHHOIO Ipenapara B peaiu3aiHio

Paszpemenne

30447043
MNe2821 or Z¢ 5 Hior
HaumeHoBaNpe NpenaparTa AMnonunun
Me Iy HApOOHOE HeNATCHTOBAHOE, WK MDY IIHPOBOHOE, AMioonnuH
I XMMHUECKOe HAHMEHOBAHNES
Jlexapersennas popma Tabnerxn
Josuponka 10 mr
DopmMa BaITyCKa tabnerkn, 10 Mr (korTypuas sueiixosas ynaxoska) 30 x 1
(rauKka KapToHHaN)
Homep cepun 030324
Kommectso 99480 ynarosok
Hara Hayana npous3BOACTRA 04.03.2024

Cpok roanoct / Togen xo

4 rona’ 02/2028

HopMarusras fOKYMEHTAUMS

JICP-000087-090322, usm.Nel, Ne2

Ceprudurar KauecTsa cepun

2821 0722.03.2024

Haumenosanue npoyssoauTens

Q00 «O3o0n»

Azpec npOH3BOIMTENS (BCE CTAANH NPOM3BOACTEE, BRAIOYAN
BHINYCKAIONINA KOHTPONSL KaTecTBa)

Camapckas o6a., r.0. JKurynesck, r. J{nrynesck,
va. Funpoctpoutenedi, a. ¢

PerucTpaunoHEOE YAOCTOBEPEHUE JICP-000087
Hara rocyAapcrReHtoN perucTpatuy 31.05.2007 r.
Hanmernosanue gepmareis perucrpauponsoro yaocrosepenns, 000 «Ozony
Paspeinenne acHCTBUTENBHO A0 02/2028

Kommentapun

—————

Tpusenensian spiine HudopMatns seisercs Jocroseproll u TouHOM. Cepus NeKapcTACHHOTD Npenapara MPOMIBeatHA (BRIOUAN YIAKOBKY
{MEDKMPOEKY) H KONTPOTS KANECTRA) HE NPOMIBOJICTRCHHON NIOWAAKE B MONHOM COOTBETCTEMH ¢ TpelOBAaHWAMK JMUSHIAH, {Tpasun
WRIACKALSH NPOMIBOACTECHHON NPAKTHKE, PErUCTPAIUKOHHOTO Tocke. 3aNHCH N0 HPOM3BOLCTRY, YIIAKOBKE H KOHTPOMIO KAUECTBA TPOBEPCHLL. H
VCTAHOBICHO ¥X CoOTRETCTRHE TpeboRaniam [TpaRua HALNSKALEH HPOHIBOICTECHHON NPakTHLA.

[TPOJIYKILIAS PA3PEIIEHA K PEAJIVU3ALIMH: D Ha o Her
YoonHoMoueHHOe NHIO;
;'/4\
{/7crgie /Wnbnaesa Enena Bragumupossa/ <o o [: T
HOATHCE GO Jara

Crpanmua: 1 m3 1



«CBEefleHMA 0 BBOAE B rpaxaaHCKuin 06opoT B Poccuickon deaepaymm nekapcTBeHHbIX CpefcTB No coctoAaHuio Ha 01.04.2024

10:02»
Jara suecenus 8 AHC T TMpow3soauTens CBe/IeHHS 0 CTATHRX Q.:.,-._E!Ea_ Homep Howmep, nata
Pocapas opa OProBoe HAHMCHOBAHKE (eanycian s o Crpana nposanes HopmaTusnas qokymenTanus BLINYCTHBIAS B cepun, PpaspemeHns Ha
L rpaxganckuii obopor NapTHH Hm

Amnomunun; Tabnetku 10 mr 30 wT., yNaKoBKH OB6WecTBO ¢ OrPaHHYCHHOM O6mecTBO ¢ OrpaHHYCHHOR JICP-000087-090322; Ham. Nel

22.03.2024 Etie e Lou:.. e (1) :ur.cn ru M:::t&. ~ OTBETCTBCHHOCTHIO "Onon” Poccus oTtBeTcTBeHHOCTRIO "Oson” (000 JICP-000087-090322; Ham. Na2 & 000 Oson 030324
" g _, (000 "Oon”) “Oson”), Poccus JICP-000087-090322

Amnoaumin+/TusHaonpun; TabneTkn 5 mr+10 mr ObmecTso ¢ OrpaHHYeHHOA O6mecTBO ¢ OrpaHHYCHHON JIIT 003140-110815; Ham. Nel k JIIT 003140-110815;

21.03.2024 30 wr., YNakoBKH AYEHKOBHE KOHTYpHHe (1), oTBeTcTBeHHOCTRI "O3oH” Poccus oTsercTBeHHOCTRID “Oson” (000 Ham. Ne2 & JITT 003140-110815; Ham. Ne3 & JITT 000 O30n 030324

navykH xrb._.cﬂuﬁr_ﬂ_. -

(000 "O30n")

"Oson"), Poccns

003140-110815; Ham. Ned x JIT1 003140-110815




