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CAPMALIEBTIKA

Ceptudurkar kavectsa cepum Ne 1726 ot 16.02,2021

YmugeHosup, kancyasi 50 mr
TOProBOe HauMEHOBaHMe NEKAPCTBEHHOTO HD(HIDZTI, NeKapcTeeHHan d;opm, Ao3npoBka

PerucrpaumoHHoe yaocrosepenue J1M-005340

Homep cepum 050121

HaTta Havana npou3BoAcCTBa 24.01.2021

logeH oo 12/2023

Konuuecrso 135280 ynakosok

AHa/113 BbINoAHEH No HOPMaTHBHOMY AOKYMEHTY /iN-005340-0802189, Mam.Ne1,2

Haumenosanue norasatens Meroa_korrpons PesyabraT KOHTPOAA
HopmaTtueHoe 3HaueHme
OnucaHue BusyansHbiv

TBepapie wenatuHosble Kancynbl Ne 2. Kopnyc u Teepasle MenaTuHORbIe kancyasl Ne 2.
KDbILWe4Ka WenToro useTa, HenpospasHbie. Kopnyc v Kpsiweuka xenToro ugeta,
Conepmumoe Kancyn: cmecs NOPOLWKa 1 rpaxyn ot HENpPO3payHble.
benoro ao 6enoro ¢ 3€1€HOBATO-ENTbIM MK Conepumoe kancyn: cmecs NopolLKa u

BeeBbimM OTTeHKOM UBeTa. Honyckaercs ynaotHeHue rpanyn benoro ¢ Gexmesbim OTTRHKOM ugera.
COABPMMMOTO KanCybl B KOMKH, pacnagawuwmecs npu
HaaaBAUBaHKUK,

NoanMHHOCTL ycb-cnexrgogommergnn

YO-CnekTpbl NOrnowerns MCNBITYEMOTO pPacTBopa wu
pacteopa CO ymudeHosupa rmapoxnopuaa B obnactu CooTteercrayer
0T 230 o 350 HM [o/mKHB UMeTb MEKCUMYMbl U
MUHUMYMbI NOFNOWEHKUA NPU OAHUX U TEX e ANvHax
BOAH (£ 2 HMm).

TCX

Ha xpomaTorpamme ucnbimyemoro pacTeopa NATHO no
NONOMEHWIO, NOMNOWEHNIC B YP-ceeTe u BENUYUHe Cootsercrayer
AONHHO COOTBETCTBOBATL NATHY Ha Xpomarorpamme
pacteopa CO ymudeHosMpa ruapoxnopuaa.

PacTeopexue Ym-cneurgogoromerguﬂ

Yepes 45 MuH 8 PacTBoOp [OMKHO NEpeiTH He MeHee

75 % (Q) Ca2H25BrN2035-HCl {ymuderosupa 95 %
TMAPCXN0PUAA) OT 38ABNEHHOTO COAEPMHKAHMA.
PoacTseHHble npumecn TCX
CymmapHoe conepwarine POACTBEHHbIX NpUMecei,
ClUEHeHHOe N0 UHTEHCUBHOCTU NOTNOWEHWA 1 <1,0%

BeNUYMHE UX NATEH Ha XpomaTorpamme MCMbITYEMOro
PacTsOpa B CpaBHEHMM C NATHAMU Ha XpomaTorpammax
PacTBOPa CPaBHEHMA, He JOMKHO NPeBbIwaTh 1,0 %.
OanHopoaHoCTs f03M poBaHua '® Xlll, cnocob 2, Becosoii

AV<15,0% 51%
KonuyecrserHoe ytD-cnemgogowmeTgwﬂ
onpegenexue Conepwarne CapHasBrN;055-HC (ymuderosmpa

MAPOXA0pUAE) AOMKHD BbITh OT 46,25 no 53,75 mr, 48,4 mr

CHWTaA Ha CpeAHIO Maccy COAEPHUMOro Kancynbl.
MukpoBuonoruyeckas unctora | [P Xl . Kateropus 3A
O6wee Yucno a9pobHbIX

MWKpOOpraHusmos B 1r; He Bonee 1000 KOE; <10

OBuwiee Yicno AposHesbix U

nnecHesbIX rpubos e 1] He bosee 100 KOE: <10

Escherichiacolis1r. OTCYTCTBUE. oTcyTcTBYeT

Ynakoeka Mo 5, 10 kancyn 8 KOHTYPHYI0 AYelikoByio YNakoexky u3 | Mo 10 kancyn 8 KOHTYPHOW A4YeiKoBOM
naeHKu | NONUBUHUNXNOPUAHOM " $onbru | ynakoske U3 naeHKu NONUBUHUAXNOPUAHON W
ANOMUHNEBOK NEYaTHON IAKMPOBAHHOM. $onbrun aNMUHNEB0R neyaTHoH

Mo 10, 20, 30, 40, 50, 80 uau 100 Kancyn B 6akku W3 | nakuposaHHoM.

NOAWSTUNEHTEPedTaNaTa ANA NEKAPCTBRHHBIX CPEACTB | 2 KOHTYPHbIE AYENKOBbIE YMAKOBKM BMecTe ¢
WM MONMNPOMMNEHOBBLIE  ANR  NeKApPCTBEHHbIX MHCTPYKUMEA NO NpUMEHEHMIO nomeuwleHsl 8
CPeOCTB, YKYNOPEHHbIE KPLIWKAMK M3 NOAMITMAeHa KaPTOHHYIO YNaKoBKY (nauky).

BLICOKOTO AaBAGHMA C KOHTPOAEM NEpBOro BCKPbITUA
WAK KPLIWKAaMK NONMNDOMNMABHOBLIMK C CUCTEMON
“H3KATL-NOBEPHYTLY MAM KPLIKAMM U3 NONUSTUAGHE

Odopmaeto: HEDKEHED 110 cepTudukamy Abnaesa M.B, Crpanuua: | us 2
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DAPHMALEBTHKA

FAW3KOTO AAB/IEHMA C KOHTPO/IEM NEPBOTO BCKPLITHS,
CeoboaHoe npocTpakcTeo 8 BaHKe 3anoAHAIOT BaTOM
MeOULMHCKOM rMrpocKonuYecKos.

Ha BaHky HakneusaioT a1 KETKY CamMOKNesuLyoc.
OaHy BaHky unn 1, 2, 3, 4,5, 6, 8 nnKn 10 KOHTYpPHbIX
AYEIKOBLIX YN3KOBOK BmecTe ¢ WHCTPYKUME no
NPUMEHBHWIO MOMELLAIOT B8  KAPTOHHYIO YNaKoeky
(nauky).

Mapkuposka

Ha KoHTypHOH sueiikosoii ynakoske (Bauctepe)
YHKa3bIBAIOT TOPrOBOR HAMMEHOBAHME NEKAPCTBEHHOMO
npenapara (coBnagaer ¢ MEKAYHAPOLHBIM
HENATEeHTOBAHHLIM HaMMEHOBaHWeM), NEeKapCTBEHHYIO
PopMy,  [O3MPOBKY, HaumeHoBaHue Aeprarens
PErMCTPAUMOHHOMD YAOCTOBEPEHUA U HEUMEHOBAHUe
MPOM3BOAMTENS NIeKAPCTBEHHOrO Mpenapata, Homep
cepun (BKMIOYaIOWMI MecAl U rog npousBoAcTsa),
AaTY UCTEYEHUA CDOKA rOAHOCTM (MECAL| 1 rog).

Ha = sTuketke  6aWku  ykaswisawor Toprosoe

HaUuMeHOBaHue NeKapCTBEHHOrO npenapara
(coBnagaer ¢ memayHapoaHsim HENaTeHTOBaHHbIM
HaumeHoBaHuem), NeKapCTBEHHYI0 hopmy,

AO3MPOBKRY, KonuuecTso kancyn B Banke, cnocof
NPUMEHEHWA: «[INA NpUemMa BHYTPL», HaMMEHOBaHMe
AEPXKATENA  PEerucTpauMoHHOro YOOCTOBEPEHUA 1
HanMeHoBaHue npoussoguTens NeKapCTBeHHOro
Npenapara, NOroTMN NPOW3BOAMTENA W/uAM NOroTMN
3aKasquka, papm-kog, Homep cepuu (BKAtOUEOWMI
MECAL v rofy NpoM3BOACTEA), A3TY UCTEYEHMA CPOKa
FOAHOCTH (rofeH A0: Mecal 1 rog).

Ha kapTorHoii ynakoske (nauke) YKa3blBaloT Toprosoe
HaumeHoBaHWe NeKapCTBEHHOroO npenapata
(cosnapaer ¢ memayHapoaHsim HENaTeHTOBAaHHbLIM
HaumeHoBaHMem), HaumeHoBaHue aepwarens
PETUCTPALIMOKHOTO YAOCTOBEPEHUA U HaWMEHOBaHMe
NPOU3BOAUTENA NEKAPCTBEHHOID npenapara, agpec
MPON3BOAMTENA NEKaPCTBEHHOrO npenaparta (cTpaHa,
obnacte, ropos), anexTPOHHBLI ajgpec u  cait
NPOU3BOAMTENA, BPEC AePKATENR PErUCTPALMOHHOM
YAoCToBepeHus (ctpaHa), /leKapcTeeHHyo  dopmy,
A03MPOBKY,  KONWYECTBO  Kancyn B YNaKoBke,
UHbopmaumio o cocrase NIeH3PCTBEHHOrO Mpenapata
(HaumeHoBaHue ACACTBYIOWErO BewecTsa u  ero
KONWMYECTBO, MNepeyeHb BCNOMOraTeNbHbIX BewecTs),
Homep  cepun  (BKAKOYaKOW{MIA MecAL M ropg
npov3soncTea), AaTy ucTedeHus CPOKa rogHocTH
(roaeH po: mecau v rop), YCN0BUA XpaHeHus, cnocob
fNpumeHeHua:  «na  npuema BHYTPL»,  YCAOBMA
OTNYCKa, HOMEP PerucTpauMoHHore YAOCTOBEPEHUR,
NOroTMUN NPOM3BOAUTENA W/UAM AOFOTUA 3aKasuuka,
dapm-koa, wrpuxosoii KO4, ABYMEpHbIf WTPWUXOBOI
KO4 C MNONHOH WMAM  YyacTuyHoM pacwudposkon
MHOPMaUMM,  copepmaweiicA ABYMEpHOM
WTprxoBOM KoAe Wik Be3 Hero, «CmoTpH UHCTPYKLMIO
NC NpUMeHeHUIO (1MCTOK-BKAaAbIWL)», «He NPUMEHATh
MO MCTeY4eHMM CpOKa rogHOCTU®, «XpauuTh B
HeAOCTYNHOM ANs aeTeli mecTey,

fononkutensHo Ha KapTOHHOW ynakosKe (nauke)
AyB/MpPYeTCA TOProBoe HaumeHoBaHve A031poBKa ¢
MCNONbL30BaHWEM WpnbdTa Bpaiing,

Ha  KoHTypHO#  aueiikosoil  ynaxoske

(Baucrepe) yKa3aHo: TOoprosoe
HaUMEHOBaHWe NeKapcTBeHHOrO npenapara
(coBnagaer c: MEMAYHAPOAHBIM
HENaTeHTOBaHHbLIM HaumeHoBaHuem),
NeKapcTBeHHan popma, O03UPOBKa,
HauMeHoBaHu1e Aepmarens
perucTpauMoHHoro YAOCTOBEpEHUA ]
HauMeHoBaHue npov3BoguTens

NeKapcTBeHHOro npenapara, HOMEp cepuu
(BRAIOYaOWMI mecAL K rod Npou3BoACTBa),
AaTa UCTEYEHWA CPOKA ro4HOCTM (MecAl W
rog).

Ha KapToHHOW ynakosKke (nauke) yKasaHo:
TOProsoe HavMeHOBaHWe NIeKapCTBEHHOIO
npenapata (cosnagaer c MeMAYHapoaHbIM

HEMNaTeHTOBaHHbIM HaumeHoBaHuem),
HauMeHoBaHue Aeprarenn
PerucTpauymMoHHoro YAOCTOBEPEHUA M
HaWmeHoBaHue npovssoauTens
JIeKapCTBEHHOrO npenapara, anpec

f'IpOH3BO,D,MTEIIFI NEKAPCTBEHHOro npenapaTa
(cTpaHa, o6nacts, ropog), 3/1EKTPOHHBIN
ajpec M caliT npoussoauTens, agpec
Aeparens PEruCcTPaLUMOHHOr
YAOCTOBEpeHUA  (CTpaHa), neKapcrseHHas
$opmMa, L03MPOBKE, KOAMMECTBO Kancyn B
ynaxoBKe, UHGOpMaLMA o} cocrase
/IEKAPCTBEHHOrO npenaparta (HauMmeHoBaHue
AWCTBYIOWEro BelecTBa U ero KO/IM4eCTBo,
MepeyeHb  BCNOMOraTeNbHbIX  BELLECTB),
HOMED cepuu (BKnioualoOWmil Mecaly u rog
NPOM3BOACTBA), [aTa  UCTeyeHWs CpoOKa
roAHOCTU (rofeH A0: MECAU W rog), YenoBuA
XpaHeHus, cnoco6  npumeHenms:  «[as
np1ema BHYTpbL», YCNOBMA OTNYyCKa, HomMep
PErUCTPALMOHHOIO YAOCTOBEPEHMA, NOroTUN
NPpoK3BOANTeNA, GapM-KOA, WTPUXOBOH Ko,
ABYMEDPHbIA  WTPUXOBOM KOA € YacTUYHOM
pacwudposkoit MHOOPMaLMY,
CORePKaleNCA B OBYMEPHOM LTPUXOBOM
Kofe, «CMOTDH MHCTPYKUMIO NO NPUMEHEHMIO
(nucTok-sknapeiw)y, «He NPUMEHATE. no
MCTEYEHWM CPOKa rofHOCTHY, «XpaHuTL B
HEAOCTYNHOM ANA AETEH MecTen.

HononuuTenbHo Ha  KapTOHHOIM ynaKkoBke
(nauxe) npoaybauposano Toprosoe

HauMeHoBaHue % falek B_‘::(ga C
MCAONL30BaHMEM wpmmmﬁgﬁgﬁ :
T e e R
o > ¢

Cpok rosHocTu

3 roga

XpaHeHue

Mpu Temnepatype He sbiwe 25 °C,

3aKnwueHue:
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