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QOO «KPKA-PYC»

Pa3pemenﬂe Ha BBIIIYCK H BBO/1 B Tpa?lCJlaHCKl/lifl 060[)01"
11.-040000894759 / 2020
HanveHoBaHHE JEKAPCTBEHHOI0 Ipenapara A1 MeJHUHHCKOT0 IPHMEHCHMA
Jlopucra® (Jlozapran) Tab.1eTKH, HOKPHITHIE IIEHOYHOH 000/104KO0#, 25 Mr
(KoHTypHas sdeiikoBas ynakoska) 10x3 (mauxa KApPTOHHAN)

Cepus: E T'onen no: PoiHOK: Ko/iu4ecTBO YIIAKOBOK:
39800320 | 03.2025 RU 109.760 mr.

Cepusl JIeKapCTBEHHOr 0 TIpenapara Oblia IPOU3BE/IEHA B COOTBETCTBHH C JMUEH3KEH Ha [IPOU3BOJCTBO
JIEKApCTBEHHBIX ~ CPEACTB, TpeOOBAHWAMHM PErMCTPAMOHHOIO  JIOCEE, tpeboBanusmu  [IpaBun
Hajyiexamedl  NpPOM3BOACTBEHHOH  NPaKTUKH  (YTBEPIKICHBI [Tpukazom  MuHHCTEpCTBA
[IPOMBILIIEHHOCTH W Toproin P® or 14 urons 2013 r. Ne916), a Takke MHBIMH TPeDOBaHHAMH,
yCTAHOBITEHHBIMM HOPMATHBHBIMH IPABOBEIMH akTamu Pocculickoi ®ejiepallii 1 CTPaHbl IKCIIOpTepa.

Hopmarupnas nokymenrauus:  JICP-003722/07-30111 7

Iacmopt Ne: 040000894759 ot 28.04.2020 r.

[ 1}
IpoayKuusi paspenieHa K BIMYCKY H BBOAY B rpaskaanckui obopor 30.04.2020 5 X
Hdara JdA HET

-Anastasiya Laeva
/Hms u pavuians

YoJJHOMO4Y€HHOE JIHIL0



(74 KRIKN

QOO0 «KPKA-PYCr
Herpa, 28.04.2020

Crp.1/2

HaumeHoBaHHE ITPOIYKIIHH:

IMacnopt Ne 040000894759

000m09KO#, 25 MP

Jlopucra® (Jlosapran) TabneTKH, HOKPHITEIE IULICHOTHOH

Vnakoeka (KOHTYpHas sryelikoBas ynakoeka) 10%3 (natka KapToHHas)
Kox: 7C7911

Howmep cepun: 39800320

KomuuecTBo: 109.760 mi.

No cepum akTHBHOTO KoMnoHenTa:  K65088

JlaTa U3roTOBJICHHUI: 03.2020

lonen no: 03.2025

Jlara BbIIaYH macropra: 28.04.2020

AHAaJIU3 BRIIOJIHEH II0:

JICP-003722/07-301117

HanmMenoBaHnHe TpeGoBanas HOPMATHBHOH NIOKYMEHTANHH PezynnTaThl AHAJIH30B
noxasareJiei
Onucanue Opanuuble, clerka NBOSIKOBHITY KB | OBAIBHEIE, clierka
TabNeTKH, MOKpbIThie IUICHOYHOH O60JIOUKOMH | JIBOSKOBBIITYKIIbIe TabneTKHu,
eJITOTO LBETa, ¢ PHCKON HA ONHOM CTOPOHE | NOKPBITHIE IUIEHOYHOH 060i10uKoH
U dackoi. JKEJITOro LIBeTa, ¢ PHCKOH Ha OOHOMA |
Buj Ha M3JIOMe: lIepoxoBaTas Macca Genoro | cropone H GackoH. ‘
uBeTa ¢ TUICHOWHOHR 06070uK0# KkenToro | Bua Ha M3loMe: IIEPOXOBATAA macca |
LBeTa. Genoro  uBeta ¢ [UIEHOYHOH |
060104KOH XKEITOrQ LBETA. |
Mo 1MHHOCTE Bpems yIepKHBaHHS OCHOBHOrO THKAa Ha [TonTeepikIeHo
XPOMATOrPAMME  MCHBITYEMOTO  pacTBopa
TIOTKHO COOTBETCTBOBATh BpEMEHH
YACPHKHBAHNSA [HKa J03apTaHa Ha
XpOMaTorpaMMe CTaHJapTHOrO pacTBOpa.
Pacreopenue He wmenee 75 % (Q) nosapraHa Kauus OT 98 % - 101 %
3asBJIEHHOTO KouuecTsa depes 30 MuH. Cpeunee 100 %
PoncreeHHbIe Tlio6as enuuuYHas npumech — He Gonee 0,2 % 0,06 %
HpUMECH Cymma npumeceii — He Gosee 1.0 %. 0,06 %
Miukpo6uonoruueckas | I'd XTI, kareropus 3A. COOTBETCTRYET
| yucTOTa
| OIHOPOOHOCTE IMoka3aTens npuemieMocT (AV) He Gosee 33%
NO3MPOBAHKA 15,0 %.
KonwuecTBeHHOE He menee 92,5 % wu ne Gomee 107,5 % 100,1 %
onpeaeeHne nosapraHa KaJlust oT 3aABJIEHHOIO |
KOJIH4EeCTBa.
Ynakorka Mo 7, 10 wm 14 Tabnerok B koHTypHO# | ITo 10 TableToK B KOHTYPHOH
A4EiKOBOM yrakoBKe M3 KOMOMHMPOBaHHOTO | 4eHKOBOH YTIaKOBKE u3
MaTepHaia MBXTIBAX U (posibry | KOMOMHMPOBAHHOTO marepHasia
AJIFOMHHHEBOH. TIBX/IIBAX u Gonbru
2 KOHTYpHBIE A4eHKOBble YNakoBkH (mo 7 | allOMMHHMEBOH.
TabneToK); 3, 6, 9 KOHTYpHBIX A4EHKOBBIX | 3 KOHTYPHbIE AYEHKOBBIC YNAKOBKH
ynakoBok (no 10 Tabnerok); 1 kontypmyio | (mo 10 tabrneTok) BMecTE C
AYeiKoBYl0 ymakoBky (1o 14 TabneTox) | HHCTpYKUMEH 110 [PMMEHEHHIO
BMECT€ C MHCTPYKLMEeH 10 INPUMEHCHHIO | [TOMEIUEHEI B Ma4Ky H3 KapToHa.
MOMEILAIOT B Ma4yKy M3 KapToHa.
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Hcrpa, 28.04.2020

Crp.2/2
IMacnopt Ne 040000894759
| MapkupoBka Ha  nepsuunoii  ynaxosxe  (kowmypuas | Ha nepauyHoN Ynaxoske
% Auelixosas ynaxoska) yKaseléaiom: TOPTOBOE | (KOWMYpHAA AueUK08aA VRAKO8KA)
; HAaMMEHOBaHUe npernapara ¢ | ykazano: TOProBoe HAMMEHOBAHHE
; [peay IpeAuTeIbHOMR MapKHPOBKOIH ®, | npemapata ¢ [peIyNpeauTe/bHON
' MEXKITYHapoOaHOe HEMATEHTOBAHHOE | MAPKUPOBKOH ®, MeEWIAyHapOoIHOe
HaUMEHOBaHME, JIEKAPCTBEHHYIO  (OpMY, | HEMATCHTOBAHHOE — HAWMEHOBAHME,
JI03UPOBKY, TOBApHBIA 3HAK (HA JATHHHIE) | NCKApPCTBEHHAs topma, N03MPOBKa,
(UPMBI-IPOMIBOUTEIS, HOMEP CEPHH M CPOK | TOBAPHBIA  3HAK  (Ha JIATUHULE)
rOOHOCTH. GUPMBI-DPOH3BOAMTES, HOMED
Ha emopuuroil ynakoske (naska Kapmonnas) | CepuH ¥ CPOK TOLHOCTH.
VKA36LLBAIOM: TOpProBOE HauMeHOBaHue = Ha 8mopuuHOu ynakogke (nauka
mpenaparta c npefynpefnTeNsHON | kapmonuad) — ykasamo:  TOProBoe
MapKHPOBKOH ®, MEKIyHapOIHOe | HaHMEHOBaHHE npenapara c
HernaTeHTOBaAHHOE HaMMEHOBaHHe, | NPeAyIPeIUTeNbHOA MapKHpOBKOH
JIEKAPCTREHHY 10 dopmy, NI03UPOBKY, | ®, MEKY HApOJIHOE
KoMyecTBO TabJETOK B YNAaKOBKe, HA3BaHWE | HEMATCHTOBAHHOE  HAMMCHOBAHHE,
NeHCTRYIONIEro BElecTsa | ero KOJIMYEeCTBO B | JieKapeTBeHHas (opma, J03MPOBKa, |
1 Tabnerke, «BcromoraTesbHble BEIIECTBA: | KOIMHECTBO TabJIeTOK B YIIAKOBKE,
JIAKTO3Bl MOHOPMJpAT, MPOITMICHTJIMKONL M | Ha3BaHHe ACHCTBYIOWICTO BELUCCTBA
Jpyrve, YKasaHHBIE B HHCTPYKUMH [0 | H €ro KOJIM4YECTBO B 1 Tabnetke,
g npuUMeHenuo», crnocob mnpumenenus: «Jlis | «BernoMorarenbHbie BELIECTBA:
‘ npyeMa  BHYTPb»,  YCIIOBHS  XPaHEHMs,  JIAKTO3bI MOHOTH/IpAT,
x YCJAOBMS  OTIYCKa,  MpedyNpe/INTENBHEIC | NPOMMIEHITIHKOIE U IpyTHE,
HaanucH: «XpaHWTh B HENOCTYNHOM [Ulsi | YKasaHHble B  HMHCTPYKUMH IO
neteit Mecteyn, «[IpEMeHATE MO HA3HAYEHHIO | TPHMEHEHHION, cnocod
Bpaya», PErMCTPALMOHHBIA HOMEp, HOMEp | MPHUMCHCHHS: «Jlnsa npHeMa
CBHOETENLCTBA Ha TOBApHEIM 3HAK, Ha3BaHHE, | BHYTpb»,  YCJIOBHA XpaHeHH,
anpec, Tenedon, $pakc W TOBapHbIH 3HAK (Ha | yC/IOBMA OTITYCKa,
NMATHHMLE) (DUPMBI-POU3BOAMTEINA, HOMEP | NPEAYTIPEAHTENLHDIC HAIIHCH:
CEpMH,  CPOK  TOJHOCTH,  INTPUX-KOZ, | «XpaHHTb B HEMOCTYIHOM  JLs
NPOU3BOICTBEHHEIA Kon YNaKoBOYHOIo | meteit  Mecten, «IIpuMeHsTe 1O |
marepuana. JlonyckaeTcs HAHECEHME HA | HA3HAYCHHUIO Bpaga», |
nauky KAPTOHHYIO KOHTPOJBLHOTO | PErHCTPALIMOHHEI HOMEp, HOMEp 5
(unentudukauyonsoro) 3maka (KM3) c | cuneTenncrsa Ha TOBApHBIH 3HAK, |
MOJIHBIM MJIM YacTHYHBIM OyO/IHpOBaHHEM | HA3BAHHE, ajpec, tefaedoH, dpakc u
uHQopMauyH, CoepiKalieiics B HEM B BHIE ToBapHBIl 3HAK (HA JIATHHMLE)
YUTAEMOTO TMEYaTHOTO TEKCTa C Leldbio | QHPMBI-MPOU3BOANTENS, HOMED
MOHHTOPHHIA  JBIJKEHHS JIEKAPCTBEHHOIO | CEPMM, CPOK TFOAHOCTH, UITPHUX-KOL,
npernapara OT MPOM3BOAMTENA A0 KOHEYHOrO MPOM3BO/CTBEHHBIH KOI
noTpedures. ynakoBo4Horo marepuana. Hauecen
Ha NayKy KapTOHHYIO KOHTPOJIbHBIH
(unenTudukaoHHbIH) 3HaK (KH3).
XpaHeHHe TTpu remnepatype He Boime 25 °C, B CoOTBETCTBYET
OPHTHMHAJILHOH YNIAKOBKE.
CpOK rogHOCTH 5 ner. 57T

3akmouenue: COOTBETCTRBYET TPeOOBAHUAM HOPMATHBHOH IO
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