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CeptrduKar Kauectsa cepum Ne 429 oT 27.08.2021

NlusuHonpun, rabnerku 5 mr

Homep cepuu

faTa Havana npoussoacTsa

Konuuecrso

AH3/113 BbINOAIHEH NO HOPMATUBHOMY AOKYMEHTY

TOPToB0E HEMMEHOBIHME NEKAPCTBRHHOTO NPENapPaTa, NRKAPCTIEHHAA HOPMS, A0IMPOBKS

PeructpaumoHHoe yaoctogeperue /1M-001081

040821

15.08.2021

223104 ynakoBoK

/1N-001081-230920

HaumeHosaHue nokasatens

MeTton koHTROAS
HopmaTusHoe 3HaueHue

Pe3ynbTaT KOHTpOAA

30 MuH,

Onucanue BusyanbHeIi Kpyrasie nnockouMauKapUYeckiue TabneTku
Kpyrasle naockouunuHugpuueckue Tabnetku Benoro 6enoro ugerta, ¢ Gackoi 1 pUckoi,
nAu noyTv Genoro ugeTa, ¢ Gackon 1 ¢ pUCKO.

MNoannHHOCTL BIMX
Bpema  yAepUBaHMA  OCHOBHOTO  NWKa  Ha
XpPOMETOrpamMmme  UCMbITYEMOrO  PacTBOpa  A0MKHO CooreercreyeT
COQTBETCTBOBATE BPEMEHU YAEPHUBAHWUA OCHOBHOTO
NUKa Ha Xpomatorpamme pactsopa CO ausMHONpUNa
Auruapara,

PactsopeHue [P PP, BIXKX
He meHee 75 % (Q) Cz:H3iNsOs (nusuHonpuna) yepes 98 %

PoacTeeHHbIe npumecy

BIXX

NusuHonpuna guKeTonunepasvHa — He Gonee 1,5 %.
NoBoi eauHUYHOM npumeck — He Bonee 0,5 %.
Cymma npumeceit — He Bonee 2,0 %.

He ocBHapyeHo
He obHapyeHo
He oBHapyeHo

0aHOpPOAHOCTL fO3MpPOBaHMA

[P P® Cnocob 1.BIMX

AVs15,0% 6,0 %
KonuyecteeHHoe BIMX
onpeaeneHue Ot 4,5 mr go 5,5 mr CxHuNiOs (ausunonpuna) s 4,6 mr
Tabnetke.
Murpobuonoruyeckan [® PD, Kateropusa 3 A,
yucToTa
Obuwee uncno aspobrbix
MMKPOOPraHW3MoB B 1 1; He Bonee 1000 KOE; <10
OBuwee YMCA0 APOHIKEBLIX U
naecHesbIX rpubos s 1r; He 6onee 100 KOE; <10
Escherichiacolis 1. OTCYTCTBUE. OTCYTCTBYET

Ynakoeka Mo 10, 20, 30 tabneTok B KOHTYpHyw AuelikoByl | Mo 30 TaBneTok KOHTYPHOW AYelKOBOM
YM3KOBiY W3 NAGHKWM NOAUBUHUAXNOPUAHOK, NWBO | YNaKOBKE M3 NAEHKU NOIUBUHUAXNOPUAHON K
NABHKM doneru aNKOMUHKEBON nevarHon
NONMBUHUAXAOPUAHOR/NONMBUHUAMAGHXNOPUAHONR U | NaKUPOBAHHOM,
$ONLIM ANOMUHMEBOM NEYATHOM NAKUPOBAHHOM. 1 HOHTYpHaR AYeliKOBaA YNaKOBKa BMecTe ¢
Mnu no 10, 20, 30 TaBNeTOK B KOHTYPHYIO AYeiiKosyio MHCTPYKUMEH NO NpUMEHEHUIO NOMelleHa B
YNaKoBKy M3 matepuana KOMBUHUPOBAHHOrO Ha | KapTOHHYIO YNaKoBRY (nauky).

OCHOBe donbru (TpexcnoiHeii martepuan,
BKNOYAOWMA  anioMuHMesyio  GoAasry, NNEHKY K3
OPHMEHTUPCBAHHOIO nonMamunaa,
NONUBUHUNXNOPUAHY IO nnexKy), “ doneru
ANIOMUHWUEBOM NEUTHON NaKUPOBAHHOM.
1,2,3,4,5,6, 8, 10 KOHTYPHbIX AYSAKOBLIX YyNaKOBOK
BMECTE C MHCTPYKUMEN NO NPUMEHEHUIO NOMEWAIOT B
KapTOHHYIO Ynakoexy (nauky).

MapkupoBka Ha xowTypHOlt auelikosoM ynakoske (BaucTepe) ynaKkoske
YKa3bIB2IOT TOProBOe HaUMEHOBAHUR SIEKAPCTBEHHOTD SdEHO g\\psoe HauMeHoBaHWe
npenaparta (coBnagaer ¢ MeXAYHAPOAHDIM/ | AgK 8 mqﬁpra (cosnagaer ¢
HENATEHTOBAHHbIM HAUMEHOBAHUEM), NeKaPCTBEHHYIO! =M o S]] HenaTeHTOBaHHbIM
dopmy, [O3MPOBKY, HaumeHOBaHue aepwarens apcTBeHHaR dopma,

_ PerMCTPaUMOHHOIO YAOCTOBEPEHUA W HaMMEBHOBaHWE aHue  pepmarens

Odopmneno: navansruk otaena ceptrdmkaumu Masnosa O.11,
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SAPMALIEBTUKA
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yAocrosepeHus) (cTpawa,

XPaHeHUA, YCNOBUA

AeTeit mecTen.

NPOUIBOAMTENR NIEKAPCTBEHHOMO npenaparta, Homep
cepum (BKAKOYIWMUA Mecal W rog NpPOW3BOACTBA),
ARTY UCTEYEHUR CPOKa roiHOCTH (MecAal v roa).

Ha KapToHHOM ynakosKe (Nauke) yKa3bisaioT Toprosoe

HaumMeHoBaHue NEeKapcTBEHHOro
(coBnapaer ¢ MewayHapoOaHbIM HENaTEHTOBAHHbLIM
HaUMBHOBaHUEM), HAaUMEHOBaHWe

PETMCTPEUMOHHONO YAO0CTOBEPEHUA M HaWMeHOBaHUe
NPOUSBOAUTENA NEKAaPCTBEHHOTO npenapara, afpec
NpOK3BOANTENR NEKapCTBEHHOrO
(coBnapaer ¢ aapecom AepaTens perucTPaLUOHHOrO

naowaaku 000 «030H»), HAUMEHOBaHWE AepaTens
PEr¥cTpaupoHHOro YA0CTOBEPEHUA W HaWMeHOoBaHue
NPOW3BOAUTENA NEKApPCTBEHHOrO npenaparva, agpec
Npou3BOANTENA NIEKAPCTBEHHOTO npenapara (cTpaHa,
o6nacTh, ceno), appec AepKaTeNs perucTpauuoHHoro
YAOCTOBEPEHUA COKpaweHHo (cTpaHa) (a1a naowagxm
000 «030H ®apm»), 3NeKTPOHHBIN anpec u calit
NPOU3BOAUTENSA, NeKapCTBEHHYIO GOpMY, JO3UPOBKY,
KOAUYECT8O Tabnetok B ynakoske, uHGOpMaLMIO O
COCT3BE NEKapCTBEHHOrO npenapata (HaumeHoBaHWe
AGNCTBYIOWErD BELIECTBA 1 €0 KONMYECTBO, NepeyeHs
BCMOMOraTeNbHbIX BellecTs),
(BrMIOYaIOWMA MeCAY u rog NpOU3BOACTEa), AaTy
UCTEYEeHUA CPOKAa rOAHOCTH (roAeH [0: Mecal u rog),
cnocob npumeHeHua: [l NpUemMa BHyTpL», YCAOBUSA

PerucTpaLMoHHOro YAOCTOBEPEHUS,
NPOU3BOAUTENA U/UNK NOrOTUN 3aKasuuka, dapm-Koa,
WTPHXOBOR KoL, [ABYMEpPHLIA WTPUXOBOH Kop c
NONHGH WA YBCTUUHOM pacwKudPOBKOH MHdOPMALMM,
COAEPWalLenca B ABYMEPHOM WTPUXOBOM KOAE WAU
6es Hero, «CMOTPU MHCTRYKLMIO NO MpPUMEHEHUIO
(nucTok-Brnaapiw)», «He NpUMEHATs NO MUCTeueHWM
CpoKa roAHOCTU®, «XpaHWTL B HEZOCTYNHOM OAA

flononHuTenbHO Ha KapTOHHOW ynakoske (nauke)

PerucTpauMoHHOro YACCTOBEPEHUA u
HaUMeHOBaHue npoW3soaUTEARA
NEKApPCTBEHHOTO Mpenapara, Homep Cepuu
(BRNIOUBIOWMIA MECAL W rDA NPOW3IBOACTBA),
[aTa WCTEYEHWS CPOKA rOAHOCTM (Mecay, u
roa).

Ha KapToHHOM ynakoeke (nayke) ykasaHo
TOProBOE  HaWMEHOBEHWE  NEKaPCTBEHHOrO
npenapata (cOBMafaeT ¢ MEMAYHAPOAHbIM

HenaTeHTOBaHHbIM HauMeHoBaHUEM),
HauMeHOBaHuWe BEpMaTens
pPerucTpauMoHHoro yAoCTOBEDEHWA “
HauMeHOBaHue npowssoguTtensa
NeKapcTeeHHOro npenapara, ajpec

NPOW3BOAMTENA /NIEKAPCTBEHHOrD npenapara
(cTpaHa, obnacts, ceno), agpec Apepwarens
PerucTpauuoHHoro YAOCTOBEPEHURA
COKpalleHHo (cTpaHa), 3NeKTPOHHBIA agpec u
CaliT Npou3BoOAMTeNs, NeKapcTBeHHan dopma,
A03MPOBKa, KOAWYeCTso Tabnetok B ynakoske,
WHOOPMAUMA O COCTaBe NeKapCTBEHHOID
npenapata (HauMEHOBaHMe [eWCTBYIOULErD
BEWecTBa W ero KO/JMYeCTBO, nepedyeHb
BCNOMOraTenuHbiX BELECTB), HOMEpP cepuu
(sknovalOWMA mMecal, W rog Npov3BogcTea),
AdTa WCTEYEHWUA CPOKa rOAHOCTM (rogeH go:
Mecsl, U rog), cnocob npumererua: «[na
NPUEMa BHYTPbY, YCNOBUA XPaHeHUA, YCAOBUA
OTNyCKa, Homep PervcTPaUMoHHOID
YAOCTOBEPEHWA, JIOTOTUN  NPOU3BOAMTENA,
bapm-kos, WTPUXOBOWR KOA, [ABYMEPHbBIN
WTPHUXOBOW KO C YacTHYHOW pacwudposxoi
MHPOPMaLMK, COAEPMBIENCA B LBYMEDHOM
WTpUXoBOM Koge , «CMOTPU MHCTPYKUMIO No
NPUMEHEHUIO (nucTok-BKNaakIW)», «He
NPUMEHATL MO UCTEYEHUM CPOKE roAHOCTHR,
«XPaHWUTL B HELOCTYNHOM AN8 AeTell mecten.
LonoAxuTeNbHO Ha  KapTOHHOW  ynaKkoske

Aybnnpyetca TOprosoe HaUMEHOBAHUE U JO3MPOBKa C (nauke) npoaybauposaHo TOprosoe
ucnonL3oeaHuem wpudTta Epaina. HaumeHoBaHue " A03MPOBKa &
ucnosbsosaHuem wpudra bpanaa,
Cpox rogHocTu 3 roga lopeH ao 07/2024
XpaHeHue B 3aw1uwieHHOM OT cBETa MecTe Npy TemnepaType He Buiwe 25 °C.

3aKnmioueHue: COOTBETCTBYET/ He coOTBeTCTBYET TpebosaHuam /IN-001081-230920
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HavanbHuk OKK

Odopmneno: Hauamsuik oTaea cepradmrausn [Tasnosa O 1T,

Crpannua: 2 w32




B UDEPE ZAPABOUXPAHEHMA

«CBefeHnA o0 BBOJE B rpaXaaHCKuii 0dopoT B Poccuiickon depepauium NeKapCTBEHHbIX
CpencTB NO COCTOAHWMIO Ha 28.11.2021 09:13»

Jlata BHecenun B Iponssoamrens 3 Oprannzamus, Homep Homep, nata
. Caenenns 0 cragmsx HopmaTtusuas
AHC Toprosoe naumenosauue (BBINYCKAKUIHA Crpana BLINYCTHBILASA B CEPHH, pa3speuieHHs Ha
NPOH3IBOACTBA JOKYMEeHTAIHS
Pocanpasnansopa KOHTPOJIb) rpaaanckuii obopor NapTHH HJI
Jhususonpun; Tabaetku 5 OO6mecTBo ¢ OrpaHHYeHHON OBIWecTBO ¢ OrpaHHYEHHON Obuectso ¢
Mr 30 wT., ynakosk oT BeHHOCTBIO "O30H OTBETCTBEHHOCTHIO "Q30H rPaHHYEHHOM
30.08.2021 30 ., yaKosRU ReTCTREHET "0 Poccus | ReRHOC > | mm-cot081-230920 | OrpaEMuensoft 040821 -
AYCHAKOBBIC KOHTYPHBIE Dapm” (000 "O3on @apm” (000 "O30u Dapm™), OTBETCTBEHHOCThIO
(1), mauku kapToHHbe/ ~ Dapm”) Poccus "Ozon ®apm"




