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HaumeHOBaHHE TpeGopaHusa HOPMATHBHOMH JOKYMEHTAUHH PesyapTaTnl aHAIHIO0B
i noxasareJen
Onucanue OBasIbHbIE, CIErKa ABOSKOBBITyKIbie TabneTky, | OBanbHbIE, CNCrka
NOKPHITHIC TLIEHOUHOH OGONIOUKON OT KeATOro | ABOAKOBEIMYKIIBIC TabneTKy,
110 5KE/ITOrO C 3e/IEHOBATHIM OTTEHKOM L{BETa, ¢ | TIOKPHITBIE ILIEHOYHOMH
PHCKOM Ha OJJHOM CTOPOHE. 060JI04YKO} HKENTOTO ©
Bua ma u3ioMe: Genas IIEpOXoBaTas MAcca C | 3C/ICHOBATHIM OTTCHKOM
LICHOYHOM OBOIOUKOH OT JKE/ITOrO 10 JKENITOro | IBETA, C PHCKOH Ha OIHOH
¢ 3e1eHOBATHIM OTTEHKOM LIBETA. CTOpOHE.
Bunx Ha uanome: Oenas
epoxoBaras macca ¢
FI1eHOYHOH obonoukoi
KeNToro  ©  3€7€HOBATBIM
OTTCHKOM I1BETA.
[onaNMHEOCTE: Bpemst yepKuHBaHUA [HKa IMAPOXJIOPOTHAIHIA TloaTBEPXKACHO
- THOpOXII0POTHAZHA Ha XpOMaTorpaMme HCHBITYEMOro —pacieopa
(SaS) JODKHO  COOTBETCTBOBATH  BPEMEHH
VACPKHBaHMS TMKa THIPOXJIOpOTHasWia Ha
XpOMATOrpaMMe CTaHIapTHOro pacTBopa (SS).
{ - Jlozapran Bpems y/iepXKHBaHHA IHKa Jiosaprasa Ha [ToaTBepKaCHO
XpOMATorpaMme HCIBITYEMOro pacTeopa (SaS)
JIOIKHO COOTRETCTBOBATH BpEMEHH
yAepKUBAHHS nHKa nozapraHa HA
XpoMaTorpaMme CTaH/1apTHOTO pacTBopa (S8S).
PacTBOpEHHE: He menee 70 % (Q) ruapOXIIOpOTHA3KHA 1epe3 93%-97%
- THApOXTIOPOTHAZHI 45 MHH. Cpengee 95%
- JlozapTaH Kamus He menee 70 % (Q) nozaprana kanus qepes 45 96%-101%
] MMH, Cpejnee 99%
PoncTREHHBIE TIPUMECH: Ipumecs B (RH) — ne Bonee 1,0 % <=0,10%
- TunpoxnopoTHasHa, IIpumecs A - He boee 0,5 % <=0),10%
TIpumecs C - ne Gonee 0,5 % 0,13%
JIrobas apyras eIMHHYHAS TIPHMECE - HE Honee <=0,10%
0,2 %
Cymma npumeceii - ne 6oree 2,0 % 0,13%
- JlozapTaH KanHs Jlrobas efuHAYHAs IPAMECH — BE fonee 0,2 % <=0,10%
- CyMMa npumeces - He 6onee 1,0 % i <=0,10%
MukpobroI0rHyecKas T'® X111, kareropus 3A. COOTBETCTBYET
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YUCTOTA
OnuopoaHocTs aozuporanus: | ITokazarens mpuemsemocti (AV) ue Gonee 1,5%
- 'nppoxjiopoTrHasya 15,0 %.
- JlozapTan Kanus Iokasarenn npuemaemoctu (AV) He Gonec 2,2%
15,0 %.
KonudecreenHoe He menee 92,5 % u ue 6omee 107,5 % 98,9%
onpejeneHuye: THAPOXJIOPOTHA3HAA or 3a5BJIGHHOTO
- MuppoxiopoTHasui KOJIMYECTBa.
- JlozapraH Kanus | He menee 92,5 % u wue 6Gonee 1075 % 100,4%

J103apTaHa Kaluid OT 3aABJ/ICHHOI'O KOJHYECTEA.

YnakoBka ITo 7, 10 wim 14 tabrnerok B koHTypHO# | Ilo 10 TabaeTok B KOHTYpHO
A4YCHKOBOH YIIAKOBKE (bmucrepe) H3 | sycHKoBOH YIIAKOBKE
xoMOuHEpoBanHoro marepuana IIBX/TIBJIX u | (6auctepe) H3
¢hONBry aMOMHHHEBOH. KOMOHHMPOBAHHOTO
ITo 2, 4, 8, 12 unu 14 xouTypHeIX A4eiikoBbIX | Mmatepuana I[IBX/TIBJAX u
yrakoBok (6auctepoB) mo 7 Tabnetok, wid no 3, | GoasrH aTrtOMHHHEBOMH,

6 win 9 KOHTYpPHBIX S4EHKOBBIX ynaKopok | 1Jo 6 KOHTYpHBIX f4eHKOBBIX
(6mucrepor) no 10 Tabnetox, wm no 1, 2, 4, 6 | ynakook (6mucrepor) mo 10
w7 KOHTYPHBIX s4CHKOBEIX YNAKOBOK | TabneTok BMeCTe &
(6bmucrepoB) mno [4 TaGneTok BMecTe C | HHCTPYKUHCH 1o
HHCTPYKLUMEH [0 NPUMEHEHMIO TOMEIIAI0T B | MPHMEHEHHIO [IOMELIEHB! B
Ma4ky H3 KapToHa. NayKy U3 KapTOHa.
MapxkurpoBka Ha nepeuvnot viraroese (konnnyphoi ssuciicogott | Ha  nepeuvuoilt  yvnaxousre

VAUROBEE) VRAZBIGAIM.

TOProROE  HAMMEHOBAHME  Nperapara ¢
npenynpeaIuTeIbHOM MapKHPOBKOM ®,
FPYILIHPOBOYHOE HauMEeHOBaHHE,

NeKapCTReHHY0 QopMy, NO3MPOBKY, TOBapHEIH
3Hak (Ha JfaryHUUE) (QHUPMBI-NPOH3BONHTENSA,
HOMEp CepPHH, CPOK I'0OHOCTH.

Ha _emopuyuoi ynaxoexe  (Mauke  Kapmonion)
VRAZBIGUION.,

TOProBo¢  HaWMCHOBAaHHE  TNipenapara ¢
NpeynpeanTeNsHOM MapKHPOBKOH ®,
IPYOIIHPOBOYHOE HEaHMEHOBaHHME,
JIEKapPCTBEHHYIO dopmy, JIO3UPOBKY,

KogugecTEo TableToK B YNaKOBKE, Ha3BaHHE
JIEHCTBYIOUIMX BEUIeCTB M MX KOJUYecTBO B |
TabneTke, «BcrnoMorare/ibHble  BELIECTBA:

JIAKTO3b! MOHOTWIPAT M APYTHE, YKa3aHHBIC B |
criocof

HHCTPYKLUH no TIPUMEHEHHION,
npuMeHeHHs: «Jl1a npuema BHYTpPE», VCIIOBHA
OTIIyCKa, YCIIOBHA XpaHCHHA,
[IpeIyNnpeIuTe/bHEIe HAAMUCH: «XpaHHWTe B
HENOCTYNHOM [uia jieted Mecten, «lIpuMeHats
N0 Ha3HAYEHHIO Bpaua», TOBApHEIH 3HaK (Ha
JaTHHHLE), Ha3BaHMe, aapec, TeaedoH u dakc
(UPMBI-IPOM3BOAMTENS, HOMEP CEPHH, CpOK
roAHOCTH, HOMEP CBHAETEC/IBCTBA Ha TOBaprIf:I
3HAK, PCrMCTPAlMOHHBIA HOMEpP, LITPHX-KOZ,

(KOHMYPHOU HYCUROGOT

VHAROGEE ) YR30,

TOProBOE HaUMEHOBaHHE
npenapara c
MIpeaynpeIHTENbHON
MapKHPOBKOH ®,
rPYIIUPOBOYHOE
HaHMEHOBAHME,
JIEKapCTBEHHas dopmMa,

JIO3HPOBKA, TOBAPHBIH 3HAK
(na  narusHue)  QHPMEI-
MIPOH3BOJMTE!IA, HOMEp
CEepHH, CPOK I'OJJHOCTH.

Ha  smopuynon  vRakosxe
(navre h’(‘[l’l“i).‘:’.’l(ﬂﬂ VRAIAHo,
TOProBOe HaUMCHOBaHHE
npernapara c
npeynpeauTenbHOH
MapKHpPOBKOM ®,
IPYHIMPOBOYHOE
HaHMEHOBaHHE,
JIeKapCTBeHHAsA dopma,
O3UPOBKA, KOJIHYECTBO
TabneTox B YIIaKOBKe,
HaiBaHHe NEeHCTBYHOIIMX

BEIIECTB H HX KOJHYECTBO B 1
TabneTke,
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TPOK3BOACTBEHHBIH KOZ, YIaKOBOYHOTO | «BernomoraresbHbie

MaTepHana. BEIEeCTBA: JIaKTO3BI

JomycKaeTcs HaHeceHHE Ha NauKy KapTOHHYIO | MOHOTMApaT WM JIpyrue,

KOHTPONBHOrO  (HMIeHTHOHKAIHOHHOTO) 3HaKa
(KM3) ¢  nomHelM  WIM  YacTWYHBEIM
naybnupoBaHHeM HHPOPMALHM, COJAEpPXaIIEHCH
B HEM B BH/E HHTAEMOr0 MNEYaTHOIO TEKCTa C
LIeNBI0 MOHHTOPHHIa JBIDKEHHA
JEKapCTREHHOrO NpenapaTa OT IPOH3BOJUTENS
J10 KOHEHHOI0 NOTpeOHTeNA.

YKa3aHHBIE B HHCTPYKIIMH 1o
NPHMEHEHHION, cnocob
npuMeHeHua: «Jng mnpuema
BHYTpB», YCJIOBHA OTIYCKa,
YCJIOBHSA XpaHeHus,
TIpeyTIpeAHTENLHBIE
HaJIMHCH: «XpaHuThb B
HENOCTYNMHOM 1O JeteH
mecrey, «IIpUMeHATE 1O
Ha3HAYCHHIO Bpayan,
TOBAPHBIH 3HAK (Ha
JaTHHHUIE), Ha3BaHHWE, ajapec,
tenegoH H ¢akc QUPMEI-
IIPOM3BOIMTENS, HOMED
CepHH, CPOK FOIHOCTH, HOMEP
CBHIETeJILCTBA IIA TOBAPIILIH
3HaK, perucTpalMOHHBIH
HOMeED, INTPUX-KOJ,
MPOUBOICTBEHHEIH KOA
YIaKOBOYHOIO MaTepHania.
Hanecen Ha Ma4yKy
KApTOHHYIO KOHTPOJIBHBIH
(MneHTHQUKALMOHHBIN) 3HAK

(KI3).

XpaHeHHe IIpu Temneparype He Beiiie 25 °C, B CootBeTCTBYET
OPHTHHA/IbHOH YIIaKOBKE.
Cpok rogHocTH 5 ner. S ner

3akmoucHre: CoOTBETCTBYET TpeOOBAHASIM HOPMATHBHOM JOKYMEHTAIIHH.

HacTosIuuii nacnopT sBJISETCs HCIPaBIeHHoH Bepereit macnopra ot 02.12.2019 1.
HCHpaBHeHPIH HE BJIMAIOT HA KA4E€CTBO NPOAYKIIHH.

JlaTa BeIycKa B peannzanuio: 03.12.2019 r.
Jlara BHecenus uamenenus: 25.02.2020 r.
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PaspeLieHHe Ha BHINYCK H BBOJ B FPAKIAHCKHH obopoT
1L-040000854260/2019 - 2
HanMeHOBaHHE JICKAPCTBEHHOI0 Npenapara IS Me/IHIIHHCKOr0 IPHMEeHCHHSL:
Jlopucra® H (I'mapoxaopoTHazng + JlozapTaH) Ta6/1€TKH, MOKPBITHIE ILICHOYHOH oGoo4koH, 12,5
Mr + 50 Mr (KoHTYpHas sdeiKoBas ynakoska) 10x6 (matuxa KapTOHHAA)

Cepust: Tonxen po: 1 Ppinok: Koau4ecTBO YIAKOBOK:
30431019 10.2024 E RU 25.614 mr

st

Cepus TeKapCTBEHHOr'0 Ipenapara Opuia IIpou3Be/IeHa B COOTBETCTBHH € JIMIICH3HEH Ha IIPOH3BOJICTBO
JNIeKApCTBEHHBIX CPEICTB, TPeOOBAHMAMH ~PErMCTPALHOHHOIO  JIOCKE, tpebosanuamu  IIpasun
Hajexameldl  IIPOM3BOJCTBEHHOM  NPAKTUKA  (YTBEPXKICHEI Ilpukazom  Munucrepcrsa
IIPOMBIILTEHHOCTH ¥ TOprosnu P@® oT 14 uions 2013 r. N2916), a Taxke MHBIMH TpPeOOBAHHIMH,
YCTAHOBJCHHBIMM HOPMATHBHBIMM NIDABOBBIMH  aKTaMH Poccuiickoit @Penepanuu H CTPaHBI
HKCIIOpTEpa.

HopMaTHBHAS IOKYMEHTAIHSA: JICP-001564/08-190318, m3m. Ne 1 (-050819)

IMacuopr No: 040000854260 ot 02.12.2019r.
040000854260/2 ot 25.02.2020 .

IIpoayKuHs pa3spemieHa K BbIIYCKY H BBOXY B rpaxIaHCKHi 00opoT 03.12.2019 i X |
Hara JA HET

T 7L /. fop " b KA, o \ '.‘—_ \ asiasiva Laeva
VioaHoMoYeHHOE JIHI0 % L B Ty e ANLLC TR 3

22 R\
Hacrosmee PaspemeHHe Ha BBILYCK SBIACTCH HCTP BICHHOBgpCiel

ppiiansoro 03.12.2019 r. Mcnpasierus He BIMAIOT Ha Ka4eCTBO PO

Jlata BHecenns uenpasnenus: 25.02.2020 r.



