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Nusunonpwun, Tabnetku 10 mr

Taprosce BEHHOIO NPENapaTs, nexap $opma, aosup
PerucrpauuoHHoe ygoctoseperue JICP-005378/08
Homep cepum 010122
[lata Hayana NnpoM3BOACTEa 22.01.2022
Konawyectso 113640 ynakosok
AHann3 BbINOAHEH NO HOPMATUBHOMY AOKYMEHTY NCP-005378/08-150920, M3m.Nel
HaumeHoBaHWe NoKasaTens [Eis adza s Pe3ynLTaT KOHTPOAA
HopmaTUBHOE 3Ha4YeHue
Onucaxue [P P, BuayanbHblid
Kpyrabie nnockouunuxaprieckue tabnerku 6enaro uan | Kpyrasie naockouuauHapHYeckiue Tabnetky
nouTi 6enoro LseTa, ¢ $ackon U PUCKON. 6enoro useta, ¢ Gackol W PUCKON.
NoaAVHHOCTL BIMWX
BpeMa  yAepHUBaHMA OCHOBHOTO  nWKa  Ha
XPOMATorpamMme  MCMbITYEMOTO  pacTsopa  AO/MKHO CooTeeTcTBYET
COOTBETCTBOBATL BPEMEHU YAEPHWBAHWA OCHOBHOTO
nuKka Ha xpomatorpamme CO AM3MHONPUAA AUrKAPaTa.
PacTsopeHue [D PO, BIKX
He meHee 75 % (Q) C21H31N3Os (nv3uHonpuna) yepes 95 %
30MUH.
PoacTeeHHbIE NpUMeECcH BIMX
JlnaMHoONpWUna AuKeToNUNepasuHa — He Gonee 1,5 %. He obHapy»eHo
NioBoit eguHuuHOM npumecy — He Gonee 0,5 %. 0,1%
Cymma npumeceii — He 6osee 2,0 %. 0,2%
OAHOPOAHOCTL 03U POBAHWUA [® P BIMX, Cnocob 1 )
AV<150% 3,0%
KonwyecteeHHoe onpegenerve | BIHKX
Or 90 mo 11,0 mr CaHaN3Os (nusuHonpuna) B 9,9 mr
TabneTxe,
Murpobuonorudeckan yucrota | [@ ua 3A
06uiee yucno aapobHbix
MUKpOOpraHMsmos e lr; He 6onee 1000 <10
OBwee YUCNO APOHIKEBBIX U
nnecHeswix rpuboselr; He Gonee 100 <10
Escherichiacolis 1. OTCYTCTBUE OrcyTereyer

Ynakoska Mo 10, 20 unn 30 Tabnetok B KOHTYpHylo Aueiikosylo | Mo 30 TabaeToK B KOHTYPHOW AueHKOBOM
YNaKOBKY W3 MAEHKH MNOAMBUHWAXIOPUAHOW, ANBO | YNaKOBKe U3 MAGHKM NONUBUHUAXNOPHUAHOM
NABHKK ¥ doALrM  aMOMWHMEBOW  nmevaTHOM
NOAMBUHMAXIOPUAHON/NONUBUHMNMAGHXAOPHAHOR U | NaKMPOBAHHOH.

GONLIY ANOMUHWEBOH NEYATHOM NAKUPOBAHHOM. 1 KOHTYPHaA AYEWKOBaR YN3KOBKA BMECTE C
Wau no 10, 20 uau 30 TaBNETOK B KOHTYPHYIO AYEHKOBYIO | UHCTPYKUMeN no MEANLIUHCKOMY
YNaKoBKy U3 matepuana KoMBUHWUPOBAHHOTO HA OCHOBE | MPUMEHEHUIO {(nucTok-BRNaAsIW)
donbr  (TpexcnoMHblii  MaTepuan,  BRAKOYAIOWMNA | NOMEeWEHs! B KAPTOHHYIO ynakosky (nauky).
ANOMWUHUEBYIO GOALIY, NABHKY W3 OPUEHTUPOBAHHOTO

NoNMaMuaa, NOAMBUHWUAXNOPUAHYIO NAEHKY) U donbru

aNOMUHUEBO/ NeYaTHON NaKMPOBaHHOM.

1,2,3,4,5, 6,8 nnu 10 KOHTYPHBIX A4EHKOBLIX YNaKoOBOK

BMECTE C MHCTPYKUMENR N0 MEAUUUHCKOMY NPUMEHEHUIO

(AMCTOK-BKNBABIW) MOMEWAIOT B KAPTOHHYIO YNaKOBKY

(nawxy). 2 RC SRy, o -}

MapKuposka Ha KOHTypHOW AueilkoBoi ynakoske (Bauctepe) | Ha % Ko _HueliKoBOW  ynakoexe
YKa3blBAKT TOProBOE HAWMEHOBAHWE NEKAPCTBEHHOMO (Snyic'fe’ﬂéi - YKasaHo TOprosoe
npenapara {coBnapaer £ MEMAyHapOAHLIM | HaUMEHOBaHWE NeKapCTBEHHOro npenapara
HEeNaTeHTOBaHHLIM HaUMEHOBaHuem), nexapcreeHHylo | (cosnagaer c MEXAYHAPOAHBIM
GopMy, AO3MPOBKY, HaWMeHOBaHWE  AEPKATENA | HENaTeHTOBAHHLIM HauMeHoBaHUeMm),
PErvCTPaUMOHHOTO YAOCTOBEPEHWA W HaMMEHOBAHWE | NeKapcTeeHHas bopma, [O3UPOBKa,
NpOMSBOAMTENA NEKapCTBEHHOTO npenapara, HOMEp | HaumeHoBaHue Aeparens
cepuu (BrAONAIOWMI MECAL, W FOA NPOM3BOACTBA), A3TY | PEruCTRALMOHHOrO YAOCTOBEPEHWA n
MCTEYEHWA CPOKA roAHOCTH (Mecal u roa). HaumeHoBaHHe npovasoaMTena

Ha kaproHHoli ynakoske (nauke) ykaswbigaloT TOprosoe

NEKapCTBEHHOrO npenaparta, HOMep Cepuu
{BrONaOWMI MECAL, W rOA NPOW3BOACTBA),

HaWMeHOBaHWe NeKapcTBEHHOrO npenapata (cosnagaer

OtoomneHo: HimkeHep mo cepTHdukauny Cxnap A.B
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¢ MEXAYHAPOAHBIM HEMNAaTEHTOBAHHbBIM
HaWMeHOBaHWeM), HauMeHoBaHue pepwarens
PerucTPaLUOHHOTO  YAOCTOBEPEHWA {cosnapaer ¢
HaWMEHOBaHWEM NPOU3BOAWTENR), appec
NPOM3BOAVTENA NEKAPCTBEHHOTO npenapara (coBnagaer
& agpecom Aepwartens PerucTpauMoHHoro
ynocrosepenun) (ctpaHa, o6nacts, ropoa) (ana

naowagku 000 «O30H»), HaUMEHOBIHWE [nepwarens
PeruCTPaLMOHHOIO YAOCTOBEPEHMA W HaumeHoBaHWe
npou3BOAUTENA NIEKaPCTBEHHOTO npenapara, appec
NPOM3BOAMTENA NEKApPCTBEHHOTO npenapata (cTpaHa,
ofnacte, rOpoOACKOM OKpyr), appec Aepwarens
PEruCTPaLMOHHOrO  yAOCTOBepeHus  (cTpaWa) (ana
nnowasku 000 «O30H Papm»), INEKTPOHHBIX aApec
caliT  npoussoguTens,  fieKapcreeHHylo  Gopmy,
[O3WpOBKY, Konudectso Tabnetok B  YNaKoBKe,
MHbOPMaUWIO O COCTase /IeKapCTBeHHOro npenapara
(HaWmeHOBaHWe [OEUCTBYIOWEro BeulecTsa W ero
KONWYECTBO, NepeyeHs BCNOMOraTeNbHbIX BEeWEeCTs),
HOMEP cepuu  (BKAOMalOWMit  MecAl, W rog
NPOM3BOACTEA), AATY UCTEYEHUA CPOKa rogHOCTH (roaeH
[O: MeCAL M roa), YCNOBMA XpaHeHus, cnocob
nNpUMeHeRuA: «[nA npuema BHYTPLY, YCNOBMA OTNYCKE,
HOMEp PEerucTPauMOHHOIO YAOCTOBEPeHWA, NoroTvn
NPOV3BOAUTENR M/WAM NOTOTWMN 3aKasywka, dapm-Kopm,
WTPUXOBOM KOA, ABYMEPHbLIW WTPUXOBOW KOA C NONHOM
WAM  HacTHMHOM  pacwudpoBroi nHpopmaumnu,
copepwaleiica 8 ABYMEPHOM WTPUXOBOM Koae unu Bes
Hero, «CMOTPW MHCTPYKLUMIO N0  MEOUUWHCKOMY
NPUMEHEHMIO (NMCTOK-BKAAALIW)», «He NPUMEHATL No
MCTEYEHUM CPOKA rOAHOCTUY, KXPaHUTL B HEAOCTYNHOM
ONR feTed mecTen.

[onoAHWTeNbHO Ha K3APTOHHOM ynakoske (nauke)
ny6nupyerca Toprosoe HaumeHOBaHWE WM L03WPOBKA C
ucnonb3oBaHuem WpudTa bpaina.

[aTa UCTRYEHUA CPOKa rOAHOCTM (Mecsy v
roa).

Ha KkapToHHOW ynakoske (nauke) yxasaHo:
TOProBOE HAWMEHOBAHME /IEKAPCTBEHHOMO
npenapata (coBNagaeT ¢ MEemAyHapoaHbLIM

HEnaTeHTOBAHHbIM HaUMeHOBaH1eM),
HauMeHoBaHWe Lepwarens
PErUCTPALMOHHOTO  YAOCTOBEPEHWA U
HauMeHoBaHue npousBoAUTeNA
NIeKapCTBEHHOTO npenapara, appec

NPOU3BOAWTE/NIA NEKaPCTBEHHOTO npenapara
{cTpama, obnacTs, ropomckoi oKpyr), aapec

aepwarens PETUCTPALUOHHOTD
YAOCTOBEPEHWA  (CTpaHa), S/NEKTPOHHGIA
agpec u canT NpoOW3BOAUTENR,
NeKapeTBeHHanA dopma, [03UpOBKa,
Konuwvecreo  TaBnerok B YNaKoBKe,

uHDOpMaLMA O COCTaBe JieKapCTBEHHOrD
npenapata (HaumeHoBaHue AEHCTBYIOWErO
BEUeCTBA W Ero KOAMMECTBO, nepeYeHb
BCMOMOTaTeNbHbIX BEWECTB), HOMEP Cepuu
(BKnlOYAOWMI MeCAL, U ro4 NPOU3BOACTBA),
[aTa UCTeYeHNA CPoKa roAHoCTY (roaeH Ao:
MecsAl, W roA), YChOBUA XpaHeHun, cnocob
NpMMeHeHWA: «[AA  npuema  BHYTPbLY,
YCNOBMA OTNYCKa, HOMEP PerucTpaLoHHOro
YAOCTOBEPEHUA, NOTOTHN NPOU3BOAWTENA,
bapM-KOA, WTPWXOBOW KOpA, [ABYMEpHbId
LWITPUXOBOM KOZ, € HaCTUHHOM paclindpoBKon
MHGOPMaUMK, COAEPHKalLEICA B ABYMEPHOM
WTPUXOBOM Koge, «CMOTPH UHCTPYKUMIO N
MEOWUMHCKOMY  NPUMEHEHHID  (AUCTOR-
BKAaAbiw)», «He nNpUMeHATb NO UCTEYEHWM
CPOKa roAHoCTH Y, «XpaHWuTt B HEQOCTYMHOM
ANA aeTel mecren,

[lONOAHWTENLHO Ha K3pTOHHOM ynaKoBKe

(nauxe) npoay6aupoBaHb! TOprosoe
HaMMEHOBaHWe 7l AO3MPOBKa C
MCoAb30BaHKeM wpudra Bpaitna.
CPOK roAHOCTH 3 roga logen ao 12/2024
XpaHeHue Mpy Temnepartype He Boiwe 25 °C.
3aknouenue: COOTB e cooTeercrayeT TpeGosanuam /ICP-005378/08-150920, M3m.Nel

{HeoBxoaMMOE NOAYEPKHYTS )

HavanbHuk OKK

OdopmaeHo: uikeHep no ceoTHdukamun Cxaso A.B

/HyxyTtuHa OA.
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