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Paspemiedne Ha BbINYCK ¥ BBO/I B FPAKIAHCKHH 060poT
IL-040000865560/2020 - 2
HauvenoBanue 1eKapcTBEHHOr0 NPENapaTa I METHITHHCKOTO [IPHMEHEHH:
Hcpnﬂena (Mepraxonpun) TadireTkH, 8 Mr (KOHTypHas AYelikoBaA ynakoBka) 10x9 (nauka
KapTOHHAas)
Cepun: I'oaen no: Poinok: Ko/in4ecTBo ynakoBok:
33171119 11.2022 RU 10.834 m.

Cepus IeKapCTBEHHOrO npenapara 6bl1a NPOU3BE/IeHa B COOTBETCTBUH C JIHLEH3MER HA TIPOH3BO/ICTBO
JNIEKAPCTBEHHBIX  CPeJCTB, TPeOOBAHMAMM pETHCTPALMOHHOrO [A0Cke, TpeboBanuavmu IlpaBun
HaJIeXKaIen [IPOU3BOACTBEHHOMN [IPaKTUKH (YTBEPXIEHEI IIpukazom  MHHHCTEpCTBA
NPOMBIIIIEHHOCTH W TOProid P® or 14 wuroma 2013 r. N2916), a take uHBIMEH TpeGOBaHHAMH,
YCTAQHOBJIEHHRIMH HOPMATHBHBIMM TIPDABOBRIMKM akTamu Poccuiickoii @Depmepalli U CTPAHEI

3KCIOpTEpa.

HopmatusHan nokymenrtamus:  JICP-008961/09-111116, mam. Nel (-100118)

IMacnopr N2: 040000865560 or 20.01.2020 r.
040000865560/2 or 25.02.2020 r.

IIpoayxuus paspemiena K BLIIYCKY M BBOIY B FPakJAHCKHI 060poT 20.01.2020 [ X l ! I
Jdara JA HET

Anastasiya Laeva
Hms u pamuiun

YnojHoMo4YeHHoO€ JIUIO
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Hacrosiiee Paspenuenre Ha BBITYCK SBIAETCA HCIREE \ % Pazpp‘ﬁi%mm Ha BBTEL:)’CK
é_{:mg yl\u;m A \

BeifanHoro 20.01.2020 r. McnpaBneHus He BIMAIOT HA K

Hara Baecenns ucnpasnerus: 25.02.2020 r. {EE -"_‘: .
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Haumenosanue npoxyxmun:
Vnakogka

Kon:

Homep cepuu:

Komnuectso:

Ne cepum aKTHBHOTO KOMITOHEHTA!

Hata H3rorosneHus:
TlNogen no:
AHaJH3 BBINOJIHEH T10;

IMacmopT Ne 040000865560/2

Herpa, 25.02.2020
Crp.1/3

ITepuresa® ([epunmonpnin) abrerky, 8 Mr
(kOHTypHas AuelikoBad ynakoska) 10x9 (mauxa KapTOHHAas )

7C7060
33171119

10.834 mr.
TE2080, TE2079
11.2019

11.2022

JICP-008961/09-111116, u3m. Nel (-100118)

Hanmenosanue TpeGosanns nopmaTHBHON NOKYMeRTALHH PesyabTaTel ananuzos |
nokasareJiei
Onucanue Kpyrnsie, cnerka ABOAKOBBIMYKTBIC TabneTku Kpyrste, cnerka
Benoro unm nouTH Genoro usera, ¢ PHCKOH Ha ABOAKOBBIMYKIble  TablieTku
OAHOH cTOpOHE H (ackoH, nourd Oenoro  ugera, ¢

PHCKOH Ha OIHOH cTopoHe H
thackoi.

[MopmueHOCTE

BpeMﬂ YACPAKUBAHUY OCHOBHOIO IIHKA Ha

XpoMarorpaMme  MCIBITYEMOr0  pacTeOpa
DOIKHO COOTBETCTBOBATE BPEMEHH
VAEPKUBAHHA OCHOBHOTO IHKa Ha
XpOMaTOrpaMMe  CTAaHJapTHOrO  pacTeopa

nepHHIonpHiIa spbymuHa.

[MoaTeeprxmero

PactBopenne

He menee 75 % (Q) nepunnonpuna sp6ymuna
OT 3a5BJIGHHOI'O KOJIHYeCTBa Yepes 20 MuH.

100 % - 102 %
Cpeanee 101 %

AYCHKOBOH YNMakoBKe W3 KOMOHHHPOBAHHOTO
marepuana OITA/An/IIBX wau MBX/TI/MIB/IX
U OJIbI'H ATIOMHHHEBOH.

3, 6, 9 KOHTYPHBIX YEHKOBBIX ynakoBok (o 10
tabnerok); 1, 2, 4, 7 KOHTYPHBIX SAYeHKOBEIX
ynakoBok (1o 14 Tabnerok); 1, 2, 3 KoHTYpHBIC
A4eHKkoBbIe ynakosku (no 30 Tabnerok) BMecTe
C MHCTPYKUHEH TIO [PUMEHEHMIO MOMELUAIOT B
MAYKY M3 KapTOHa.

PoacreeHHbie npuMecu Hpumecs F (nukeronunepasun) — He Gonee <=0,10%
0,6 %.
[Ipumecs B (nepunnonpunat) — He 6onee 2,0 %, <=0,10 %
Jliobas npyras enquHH4HAs NpUMech — He Goee <=0,10%
0,2 %.
Cymma npumeceii — ne 6onee 3,0 %. <=0,10 %
Mukpobuonoruueckas I'd XIII, kateropus 3A. CootseTcTBYET
HHCTOTA
Onnoponsocts Josuposanus | Ilokasareas mpuemaemocth (AV) He 6orce 1,8 %
15,0%.
Konunuecreennoe He menee 90,0 % u ne Boaee 1050 % 98,8 %
onpejeneH1e nepuHIONpwiIa 3pbyMHHA OT  3afABJIEHHOrO
KOJTHYECTBa.
Vnakoska Ilo 10, 14, 30 Ttabnerok B koHTypHOH | Ilo 10 Tabrerok B KOHTYpPHO#

AYEHKOBOH  YIIAKOBKE W3
KOMOHHHPOBAHHOTO
marepuana OITA/An/TIBX u
dosery amoMuHMEBOI.

9  KOHTYPHBIX  SYEHKOBBIX
ynakogok (mo 10 Tabnerok)
BMECTE € HMHCTPYKUMEeH II0
IIPUMEHEHHIO I[IOMELUEHBI B
TIAYKY H3 KapTOHa.
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Herpa, 25.02.2020

Crtp.2/3
[Tacnopt Ne 040000865560/2

Mapxuposka | Ha nepeuynon ynakoske (koumyprou aveiixogoi [Ha nepsuunoOl  ynakoeke |
ynakoere) VKA3pIGaom. TOProBoe (xoumyproi AYEUKOBOU
HAHMEHOBaHHE npenapara C VRakoske) ykazamo: TOpProeoe
NpeaynpeIHTeTbHON MapKHPOBKOH ®, HaHMEeHOBaHHUE npemnapara ¢
MEXIyHaPOAHOE HEMATEHTOBAHHOE MpPELyNnpe/IHTeIbHOMH
| HAMMEHOBaHHe, JIEKapCTBEHHYIO dopMy, MapKupoBKoit ®,
AO3HPOBKY, TOBapHBIH 3HaK (Ha IIATHHHLE) MEXIYHAPOIHOE
$upMBI-ponsBOIMTENS, HOMEpP cepuu, CPOK [HENATEHTOBAHHOE

FOIHOCTH.
Ha emopuunoii ynaxosxe (nauxe KAPMOHHOT)
YKazbleaom: TOProBoe HAaUMEHOBAHHE
lIpenapata ¢ npeaynpeauTeNbHOH MAPKHPOBKOH
®, MEXTYHAPOJHOE HETIATEHTOBAHHOE
HAMMEHOBaHHE, JICKAPCTBEHHYIO bopmy,
MO3MPOBKY, KOJIMYECTBO TabNeToK B ynaKkoBKe,
Ha3BaHWe [HEHCTBYIOLLErO BEIecTBA M ero
KoimuecTBO B 1 Tabnertke, «Bcenomorarenbhsie
BCLIECTBA: JIAKTO3bI MOHOTHAPAT M JIpyIwe,
YKa3aHHbIE B MHCTPYKIIMH 10 TIPUMEHEHHIO.»,
cnocob npumeHenus: «Jlis npueMa BHYTPE.»,
YCIOBHA  XpaHeHMs,  YCIOBHA  OTHycCKa,
NpenynpeAMTeNbHble  HAMNHCH, «XpaHuTh B
HCIOCTYIHOM /ulst fieTedt Mecte.», «lIpumeHaTs
N0 HA3HAYEHMIO Bpava.», TOBAPHBIA 3HAaK (Ha
JlaTHHULE), HAa3BaHHe, anpec, TenedoH, dakc
(GHpMEI-pOH3BOaHTEI, PErHcTpallHOHHBIN
HOMEp, HOMEp CBMICTEILCTRA HA TOBApHBIH
3HaK, HOMEp CePHH, CPOK I'OJIHOCTH, IUITPHX-KO/,
NPOX3BOACTBEHHbIH KO YIIAKOBOYHOTO
marepuana, JlomyckaeTcs HaHeceHHe Ha navky
KOHTPOTBHOrO  (MAEHTHHKAILIHOHHOrO) 3Haka
(KH3) o NOJHBIM HITH YaCTUYHBIM
AyGnupoBanHeM HHOpMaiHHy, conepxkalietics
B HEM B BH/€ YHTAEMOI'0 IE€YaTHOro TEKCTA ¢
EHIS MOHHTOPHHTa TIBHKEHHs!
/IEKapCTBEHHOrO Npernapara OT IPOM3BOIUTENS
/10 KOHEYHOro notpeduTens.

HaHMEHOBaHHe, JIEKAPCTBEHHAS
(opma, NO3HMPOBKA, TOBapHBI
sHaK (Ha JaTHALE) QUPMBI-
[POH3BONTHTENIA, HOMED CepuH,
CPOK TOJIHOCTH.

Ha  smopuynon  ynaxoexe
(nauke kapmomHOT) YKazano:
rOproeoe HaHMeHOBaHHe
nperiapara c
MpeayIpeanuTeNbHOH
MapKHPOBKOM

MEX Ty HapOIHOE
HEMIATEHTOBAHHOE
HAHUMEHOBAHHE, JIEKAPCTBEHHAS
thopma, IO3HPOBKA,
KOJIMYECTBO Tabnerok B
YIAKOBKE, Ha3BaHHE
NEHCTBYIOILErO BELIECTBA M
Ero KonH4ecTBo B 1 Tabierke,
«BenomorareibHbie BelecTsa:

®,

ITaKTO3bi MOHOTHApar U
ApyTHe, YKa3aHHEIE B
HHCTPYKIHH 1o
NPUMEHEHHUIO, », criocob
npumeHeHud:  «ns  npuema
BHYTPB.», YCIOBHS XpaHEHHS,
YCIOBHS OTITyCKa,

NpeaynpeuTebHbIE HaNTHCH,
«XpaHHTb B HENOCTYITHOM AJS
Aerert  MecTe.», «IIpUMEHATS
M0  HA3HAYEHHIO  Bpa4a.»,
TOBapHBIA 3HaK (Ha JIATHHHULIE),
Ha3BaHWe, agpec, TenaedoH,
dake upMmbI-npousBonuTes,
PerucTpaliMOHHBIH HOMEp,
HOMEP  CBHMAETENBCTBA  HA
TOBAPHBIH 3HAK, HOMEP CEpHH,
CPOK rOOHOCTH, WITPHX-KOZ,
NPOH3BONCTBEHHBIH Ko
YITAKOBOYHOT O MaTepHaa,
Hanecen MAaYKy
KOHTPOMBHLIA

(MIeHTHHKAIHOHHEIH)

Ha

3HaK |
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Uctpa, 25.02.2020

Crp.3/3
IMacnopr Ne 040000865560/2
(KH3).
XpaHeHue [lpu Temneparype He Boime 25 °C, & Cooteerctyer
OPHIHHAIILHOH YIIaKOBKeE.
| Cpok rogHocTH 3 rona J 3 rona

3axmouenue: CooTBeTcTBYET TpeGOBaHUAM HOPMATHBHOM TOKYMEHTAIIHH.
Hacrosmuit nacnopr ssnsercs nenpasnensoit Bepeued nacnopra ot 20.01.2020 roxa.
Hcrpasiienus He BITUAIOT Ha KAYECTRO IIPOAYKIIHH.
Hata srimycka B peanusanuzo: 20.01.2020 r.
Mara BHeceHus nameHenus: 25.02.2020 T

Hauansauk OKK g K.D. Xeunesa
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