V . Mecro naxomaenus: 000 «Ozou», 445351, Camapckas obn., r. Hurynescy, ya. MecovHas, 4. 11
(ﬂ’ OZO N MecTa ocywecranenns nnUeH3INPYeMoil AeaTenbHocTH: 000 «O3omy, 445351 » Camapckan obn., 1. 0. Murynesck, r. HWurynesck, ya.

FAVALERTHEA - ryapoctpourenen, A. 6; Ten. +798745589991, +79874599992, (84862) 290-00, danc (84862) 341-09;
Nuyensua Munucrepcrsa MpombiwnennocTk u Toprosan PO Ne N1012-00102-77/00010730

Ceptudukar kauectsa cepum Ne 7729 ot 26.07.2024

CumsacrariH, Tabneru, NOKPLITLIE NACHOYHOM 06on04KeH 20 mr
Toprosoe tekapc Ta, $opma,

PeructpaumonHoe yaocrosepeHme /IN-Ne(002893)-(Pr-RU)

Homep cepun 050724
Aara Hayana npomssogcTea . 04.07.2024
Konwyecrso 60800 ynaxkoaox
AHanu3 ssinonvex no HOPMaTUBHOMY AOKYMEHTY /IN-N2(002893)-(Pr-RU)-280723
MeTon koHTpOARA
HavnenoBaHne nokasatens P ——— O Pe3yneTat KoHTpOAR
Onucanne BusyasnbHbIA
Kpyrasie asosxosbinykasie tabnetky, nokpeiThie Kpyrsie ABosKOBbINYKAbIE TaBeTHY, NOKPbITbIE
naeHoyHol o6onoukoit 6encro uam noyru 6enoro nAeHo4YHoM obosicukoit nout Beaoro useta. Ha
Usera. Ha nonepeunom paspese aapo 6enoro muau nonepeyHoMm paspese BMAHO AGPO NoYTH Genoro
noutu 6enoro usera. usera,
NoanvHHoCTE
Cvmsactatun B3MX
Bpems yoeprmumBanus ocHOBHOMO NuKa Ha
XPOMSTOrPamme MCNLITYEMOrD PacTEOpa AOMKHO CootsercTayeT
COOTBRTCTEOBATL BPEMEHM YA PHUBAHMS
OCHOBHOrO NuKa Ha XxpomaTorpamme pacTsopa 1

CO cumBacTaTuHa (paspen «KoaunvectserHoe
onpeaenexue. Cumeacratmmy).
bytuarugpokcuanmson BIHX

Bpems  ypepwusarua OCHOBHOIO nNMKa Ha
XpOMaTorpamme WCNLITyemoro pacTeopa noamHO
COOTBETCTBOBATL 6pemMeHu YAEPHUBAHUA Coortsercrayer
OCHOBHOTO MWKa Ha XpomaTorpamme pacreopa CO
ByTuaTUApOKCHaHUIONE (Paspen «Konmuecrsennoe

onpepenexque, SYTHnrMApOKCHaHMSOﬂ’J].
Pacteoperue [P PD BIMKX W
He menee 75 % (Q) CasHag05 {cumsacraTuna) yepes 99 %
30 MuHyT,
PoacTeesnbie npumecn BaMX
NosactatvH (npumecs E) - He Gonee 1,0 %. 0,07 %
TeHMBACTATHH (Npumecs A) ~He Bonee 1,0%. 0,07%
EpnHmndHan HEWAECHTUQULMPOBAHHEA npumecs — He
Gonee 0,3%. 0,10%
Cymma HEUAEHTMDUUMPOBAHHLIX NpuMecet — He
L Gonee 1,5%. 0,10 %
OcratouHble opranmyeckue X
pacreoputenu Cogepxanme CsHzD (2-nponamona) Kam a0 He oBKapymeHo

TabneTke LOMMHO BbiTs He Gonee 1,96 mr.

LOAHOPDAHOCTI: A03KpOoBaHus [ Pd, cnocos 1, BIMX

AV<15,0%. 6,6 %

Konusecteennoe onpepeneHue
Cmasactarti B3IMX
Ot 18,5 Ao 21,5 mr CasH3305 (cumeacramﬂa) B 20,2 mr
ByTuarMapoxcnanmson TabneTxe,
BaMx

070,034 50 0,046 mr SyTuarMapoKeHannsona s 0,036 mr
Tabnerxe.

Mukpoduonoruyeckas uicrors [® Pd, Kateropus 3 A, 7

OBuwee 4icno aspobHex

MWUKPOOPraHusmos g 1 r; He Bonee 1-10° KOE/ r/mn ; meHee 1-10' KOE

Obuee Yncno apoxokeasix "

nAecHesLIx rpubos 8 1 r; He Bonee 1-102 KOE/ r/mn ; meHee 1-10' KOE

Escherichia colig 1. OTCyTCTBME 8 1 r/Ma oTCYTCTBYRT

Ynakoexa Mo 7, 10, 14, 20, 30, 50 Tabnetok s HOMTYPHYIo | 30 TabneTok 8 KOHTYpHON AMEHKOBOH yNakoBke
fuelikosyio ynaxocBKky n3 NNeHKKM | U3 NAEHKK MNO/IMBMHUNXNOPUAHOA W HoALIM
NoNMBUHUAXNOPKgHON mbo MNEHKK | 3AIOMUHUMEBOI NevaTHoM NaKUPOBAHHOMN,
NONMBUHUAXNOPUAHOIM,/ 1 KoMTypHas sueiikosas YNaKoska BmecTe ¢
NOAMBMHUAWAEHXOPUAHO " bonsru WHCTpYKUMed no MEAUUMHCKOMY NpUMeHeH1o

Odopmaeno: Masnosa O I1. Crpanmua: 1 u3 2
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Mecto naxomaenna: 000 s030H», 445351, Camapcuas obn., r. Murynescy, yAa. NMecouHan, a. 11
Mecra ocyLiecTsneHus amueHanpyemon geatenskocti: 000 «030m», 445351, Camapcuan oba., . o. Murynescx, r. Murynesc, ya.

PMAEEER  rugpoctponTened, 4. 6; Ten. +79874599991, 479874599992, (84862) 250-00, daxc (84862) 341-03;

JnuensnA MurnrcTepcTea MPOMBIWNRHKOCTH u Toprosnu PO Ne no012-00102-77/00010730

3NOMHUHWEBOM NEYATHOW NAKMPOBAHHOM. ([nncToK-BRABALIL) noMmelleHsl B KBPTOHHYK

Mo 7, 10, 14, 20, 30, 50 TabneTOK B KOHTYPHYIO YNaKoBRy (nayky).

AYeikosyI0 YNaKoBKy “3 marepuana

KOMBUHMPOBAHHOO Ha ocHoBse bonbru

(TpexcnoliHbii mMarepuan, BKAOY3I0 WM

2/IIOMUHUEBYIO donsry, NAGHKY u3

OPHUEHTUPABaHHOrD nosMamuaa,

NOMMBMHUAXAOPMAHYIO  nAeHKY) M dosbru

aNMWHUEBON NEYATHON NAKMPOBAHHOI.

1,2,3,4,5,6,7,8 9 uau 10 KOHTYPHbIX RYEIHKOBbLIX

YNaKoBOK sMecTe c UHCTPYKUMeH no

MEAULMHCKOMY NPUMEHEHWIO (NMCTOK-BRAZALIW)

NOMELLAIOT B KAPTOHHY!IO YNaKOBKY (nayky).

Mapxuposka Ha HOHTYpHO# AueiikoBOi ynakoske (Gauctepe) | Ha KOHTYPHOR Aueikosol ynakoexe (Gauctepe)
YKa3wblBaoT TOprosoe HanMeHOBaHWe | yKasaHo: Toprosoe HaUMEHOBaHWe
7IBKApCTBEHHOrO  npenapata  (coBnagaeT  C | AeKkapcTBEHHOMO npenapata (coenagaer c
MEMAYHAPOAHLIM HEMaTRHTOBAHHLIM | MEXAYHAPOAHBIM HENATEHTOBAHHbIM
HaumeHoBaHWem), NEKAPCTBEHHYIO GOpMY, | HAMMEHOBAHWEM),  AEK3PCTBEHHaR dopma,
AO3MPOBKY, HaumeHoBaHue AgpKaTens | No03vposka, HauMeHoBaHue ASpHaTens
PErvcTpaumMoHHoro YAOCTOBEPEHWA W | pPerucTPauMoHHOro YAOCTOBEPEHMA "
HaUMEHOBaHWE NPOM3BOAMTENA /IEKAPCTBEHHOTO | HaMMeHOBaHue NPOWU3BOAWUTENR IEKAPCTBEHHOMO
npenapata, HOMep Cepuy (BrIONAOWMA MecAly U | npenapata, HOMEp Cepun (BKNICHIIOWMI MecaL,
704 NpOM3BOACTBA), [OaTy WCTEUEHMA CPOKa | u O/ NPOW3BOACTBA), AaTa WCTEYEMMA CPOKa
regHocTH (mecay u rog). roOAHOCTH (Mecay M roa).

Ha kapToWHoi ynakosxe (nauwe) YHa3blBalOT | Ha KapTOHHOW ynakosue (nauke] ykasaHo:
Toprosoe HaumeHoBaHue AIBKAPCTBEHHOTO | TOPrOBOE  HAUMEHOBAHME  NEKAPCTEEHHOrO
fpenapata  (cosnagaer ¢ MeMAYH2POAHLIM npenapata  (coBnagaeT C  MeAyHapPOAHLIM
HENaTeHTOBAHHbLIM HAWMEHOBAHMEM), | HEMaTeHTOBaHHLIM HaumeHoBaHuem),
HaMMEHOBaHWE [epKatenn  PerMcTPaLMOHHOIO | HauMeHoBaHue LEPHITENA PETMCTPALMOKHOTO
YAOCCTOBEPEHMA M H3UMEHOBAHME NPOMIBOAMTENR | YAOCTOBEPEHUS " HauMeHOBaHue
NEKapCTBEHHOTO Npenapata, aApec NPOM3BoAMTENs | npou3soauTens NeKapCTBEHHOrO  npenapata,
NeKapcTBeHHOrO  npenapata (cTpawa, obnacts, | agpec NPOM3BOAMTENRA NexapcTBeKHAro
ropog) (ans naowanxu 000 «0Oso0n»), agpec | npenapara (cTpaws, obnacts, ropog), agpec
NPoOu3BOAMTENA  NEKApCTBEHHOTO  Npenapata | gepwatens PEruCTPaUMOHHOrO YAOCTOBEPEHUA
(ctpama, o6nacts, ropoackoi okpyr] (4R | (cTpaHa),  anexTpoHHBbIl anpec #“  caur
naowaakn 000 «O30H Dapm»), appec aepwarens npouvssoamrens, fNeKapcTBeHHan dopma,
PErMCTPAaUMOHHOre  yaocToBepeHmns  (CTpaa), | 4O3MPOBKA, KONWYecTBO TabjeTox B YNaKoBKe,
INEKTPOHMBIA aapec w  canT npoussogutens, | uHdopmauws 0 cocTase NIeKapCTBEHHOro
NEKAPCTBEHHYIO (OPMY, [O3MPOBKY, KOAMYECTBO npenapata  (HaumeHoBaHWMe  aeicTeyiowero
TabnetoK B yNaKoBKe, MHPOPMAUMID O cocTase BEWECTBA W @r0  KONWMMEeCTBO, NepeuyeHs
/IEKBPCTEEHHOMO  npenapata  (HaumMeHOBaHWe | BCIOMOraTeNbHbIX BEWPCT8), HOMep Cepuu
OEACTBYIOWEro BRlECTBA M ero KOMWYECTBO, | (BrAHIOWMIA MECAL, W rO4 npowssoncTsa), Aata
NepeqeHs BCNOMOraTe/bHbIX  BEWECTB), HOMEp | MCTeueHMA CpOKa roAHOCTH (rofeH A0 Mecay m
cepuy (BROYAIOWNI MecaL U rog NPOM3BOACTBA), | rOA), YCNOBMA XpaHewus, cnocob NPUMEHEHKA:
A3Ty MCTEUEHWA CPOKA rOAHOCTM (rogeH fo: mecAy | «[lns npuema BHYTPLY, YCNOBWS OTNYCKA, HOMep
¥ TOA), YCNOBMA XpaHexuA, cnocoB npumeHeHus: PervcTpauMoHHOrO  yOOCTOBEPRHUSA,  /IOrOTWA
«[lnA npuema BHYTDLY, YCAOBMA OTMyCKa, HoMmep | npowssoAuTens, $apm-Kog, WTPMXOBOR Kog,
PErMCTRALMOHHOTO  YAOCTOBEPEHMA,  NOTOTUN | ABYMEpHbIN WTPMXOBOK KOA €  4acTWUHHOMN
Npow3soauTenn, Gapm-kon, WTPMXOBOH  Kop, pacwvdposKoi UHGopmaLmy, conepalueics s
OBYMEPHbIA  WTPUXOBOM Koa € nonxol  wau ABYMEPHOM  WTPUXOBOM  Kode,  «CmoTpw
4acTuyHoM pacwuppoBKon WHOOPMALMK, | MHCTDYKUMIO no MEAUUNHCKOMY NPUMEHEHMIO
COABPHAWENACA B ABYMEPHOM LWTPUXOBOM KOge | (AucToK-BrAagsiw)»,  «He NpUMeHaTs  no
wnm  Bes  Hero, «CMOTPM  MHCTPYKUMIO N0 | MCTeueHuu cpoka rogHocTu», «XpaHuTh B
MEAUUMHCHOMY NPUMEHEHHIO (NMCTOK-BKAaAbIW)», HeJOCTYNHOM Ana peten mecren.

«He MPUMEHATL MO WCTeHeHMYU CpoKa regsocTuy, | [IONCAHMTENBHO  HA  KAPTOHHCA  YMaKOBKE
«XpaHuTL B HEQOCTYNHOM ANA feTeil mecTen. (nauxe) npoayGAnposaHL TOprosoe
HONONHMTENLHO HE KapTOHHOW ynakoske (nauke) | HaumerOBaHWE ¥ NO3UPOBKA C MCNONL3OBAHNEM
AyGAMPYETCA  TOProBOe  HauMeHOBaHMe  u wpudTa Bpaiing.

AO3MPOBKA C MCNONLI0BAHKEM WpudTa Bpaiins. T T

XpaHerxue B 33wmwenHom OT caeTa mecTe, Npy Temnepatype He seiwe 25 9C ot ~3759)

Cpok roaHoCTH 3roga | rosen po: 06/2027 ? ,_éf;'; i :

3aknoueHue: cooTeertcTeyet / He cooTseTCTBYeT TpebosaHuam JIM-Ne(002893)-(Pr-RU)-280723 gl
" [neoBxoaumoe noguepkHyTs)

3am.HavaneHuKa OKK no npou3BoACTBY:

Odopmaeno: [Tasnosa O.7.

Ans zoxyrenrgs

KOHTPONS xaye TRa

/CykoHHuKoBa T.M.

Crpannia: 2 m3 2
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PAPMALFSTUKA

JInuensus J1012-00102-77/00010730
Ne GMP/EAEU/RU/01313-2024

Ha BBIITYCK CEpHH JICKapCTBCHHOIO [Ipenaparta B pealu3aliui

Paspemenue

30.447(04)

Ne 7729 or

7E r-v-. "‘\..).!
e WM

Haumenosarne npenapara

CumBactaTHe

MeyHaponHoe HemaTeHTOBaNHOE, HN IPYINHPOBAHHOE,
HIIM XHMH4ECKOE HauMeHOBaHNEe

CumsacTaTiy

JlekapcteenHas opma

TabneTku, NOKpHITHIE MIEHOuHOM 060JI0UKOR

Hosuposka

20 mr

Mopma Beloycka

Ta0NETKH, NOKPBITHIE MIEHOYHOM 0BON0UKO, 20 MI
(koHTYpHas syelikopas ynaxoska) 30 x 1 (mauyka xapTolHas)

Homep cepun

050724

Konuuecrso

60800 ynakosox

Hata savana npouseoacTsa

04.07.2024

Cpox romxocti / Tojen 10

3 rona/ 06/2027

Hopmatusuas nokymenrauus

JUT-Ne(002893)-(PT-RU)-280723

CepTuduxar kavectsa cepun

7729 or26.07.2024

Hamnvenosanue npoussoautens

000 «O30m»

AZpec npousBoIMTeENs (BCE CTAMMM NpOH3BOJICTBA, BKIIOYAs
BhIlyCKAK LIHA KOHTPOITb Ka4ecTra)

Camapckas o6m., r.0. Xuryesck, r. JKurynesck,
v, Tunpoctpoutenei, 1. 6

PerucTpaunorHoe yioctoseperne

JIT-Ne(002893)-(PI'-RU)

Jlata rocynapctsenHoft pervcTpawmn 28.07.2023 r.
Haumenosauue nepikatens perucrpaunonnoro yaocroseperns| Q00 «Atonm
Paspewenue neiicteutenso no 06/2027

Kommenrtapuu

Tpusenenuan Boiwe undiopmauus seasercs AoCTOBCPHOH K TO4HOH. Cepits NEKADCTBCHHOTO NpenapaTa Npou3Be/eHa (BKTIONAN YHaKOBKY
(MapKHPOBKY) 1 KOHTPONL KAMECTBA) HA NPOUIBOACTREHHON NNOWAIKE B [10HOM COOTBETCTBUM C TPCGOBAHUAMM THLCHIHH,
TIPOHIBOACTBEHHON NMPAKTHKH, PErHCTPALMOHHArO NOCke. 3amicH 110 1

HX coorsercTaue TpeGoBanusm [parnn Haanexaueii npou3BoaCTREHHOM NPakTHIH.

[MPOOYKLIMA PA3PEILEHA K PEAJTM3AIIMMN:

YnonHoMo4eHHOe Lo

[gﬂa

noAnKcs GHO

/Q’FKM;//; Wibuyesa Enena Bragumupossa/  ©

Crrauganas 1 ua 1

Ipasun nawrexaweii
POH3IBOJICTBY, yMAKOBKE ¥ KOHTPOJIKO KAYECTEA TIPOBEPEHBL, W YCTAHOBICHO



«CBefieHnn, BHeCeHHbIE B aBTOMATU3MPOBaHHYIO MHPOPMaLMOHHylo cucTemy PocsapasHaa3opa nepeg BBOAOM B

rpaxpaaHckuit 06opoT cepuin, napTui NeKapCTBeHHbIX cpedcTs/ MHpopMaums o BblgaHHbIX Poc3gpasHaz30poM paspelieHmnax
Ha BBOJA B rpaxpaHckui obopoT B Poccuiickon defepaunu cepum nan napTum MMMYHOBMOIOrM4eCKOro IeKapcTBEHHOrO
npenapaTa, No CoCTeAHMIO Ha 17.08.2024 10:08»

Opram M,
JlaTa suecennn B Mponssogurens mr_w...“q”wwﬂwnr Homep Homep, nara
AHC Toprosoe nanverosanue (BbIMY CKAOMMI Crpana Ceenenns o cranusx nponssoacTsa Hopmartruenas nokymesTtamns .._z.w: —— CepHH, pa3spemeHss na
Pocanpasnagsopa KOHTPOAB) oBopor HapTHH Hin
CumBacTathu: TabneTky, OB6mwecTBO ¢ OrpaHHYEHHOM OTBETCTBCHHOCTBIO "Oso08" (000 "Os0u"), Poccna
NOKPBITHIE IICHOYHOA 060104UK0M ObmecTBo ¢ orpaHHYeHHON (Ipowseomntens (rotosoit JId)): Obwectso ¢ OTPAHHUCHHON OTBETCTBEHHOCTBIO
26.07.2024 20 Mr 30 wT., ynakosxy AuedKoBbie OTBETCTBEHHOCTBIO "O30H" Pocena "Oz0n” (000 "O30n"), Poccus (¥YnaxoBmuk/acoBumK (B nepBHUHY 0 JII-Ne(002893)-(PT-RU}-280723 000 "Ozon" 050724 -
KOHTYpHBIE (1), Nauky KapToHHbie/ (D00 "O30n") YNaroBKY)); OBWECTBO ¢ OrpaHHYCHEOM OTBETCTBEHROCTHIO "OsoH” (00O
~ "Oson"), Poccusa (¥ nakosmm/dacosunix (BTOPHYHAS/TPETHUHAS YIIAKOBKA))




