Kog Ne: 783383

MpoayxT: ®pomunua® (KnapurpoMuuuH) Tabnertku,
NOKpbITbIE NNeHoOYHOU obonoykon, 500 mr

Cepus: NK3614

[Oarta npouseopcrea: 11.2020

[ara ncrevenus

CpoKa roaHoCTY, 11.2025

(T4 KRKN

KRKA, d. d., Novo mesto

YNPABNEHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

CEPTUDUKAT

Ynakoska; (6nucrep) 7 x 2 (nauka KAPTOHHAR) AHAINU3A
Xpaunerue: Ipw Temnepartype He Buiwe 25 °C, B OpuruHanbHoM ynakoBke.
Rara: 02.12.2020
Crpanuya: 1/3
Tecr Creyundukauns Peaynsrars! Mp.*
Onucanue OsanbHbie, JBOAKOBBINYKILIE TAONETKY, NOKPLITLIG OsansHbie, ABOAKOBLINYKNLIE TAONETKY, NOKPLITHIE -
nnexcyHolt c6oNouKoi CBETNO-KOPUMHEBO-XENTOoro nnexsoyHolt 060M0UKol CBETNO-KOPUHHEBO-XENTONO
ysera. ysera.
Onucanue (Bug Ha wanome) | epoxosaran Macca 6enoro ugeta co cnoem lLlepoxoraran macca Gencro userTa co cnoem .
0BON0NKA CBETNO-KOPUHHEBO-KENTOID LUBETA, 060M0YKM CBETNO-KOPUUHEBO-KENTOro UBeTa.
QpaHopoasocTs gosuposanus | Mokasarens npuemnemoctu (AV) - ve Gonee 15,0 % 4.4 % -
PofcraexHbie npuMec - He Bonee 1,5 % 03% -
EfuHuuHan npuMecs
PoACTEEHHBIE NPUMecH - He Gonee 3.5 % 08% .
Cymma npumecei
NoanurHocTs - BAMX Bpema yaepxuBaHua OCHOBHOrO nuka Ha Coorsercrayer -
XPOMATOIDaMME UCTBITYeMoro pacteopa (Sas)
ACIDKHO COOTBETCTBOBATE BPEMEHU YAGDKUBAHUSA
OCHOBHOTO NUKE HA XPOMATOrpPaMMe CTaHAapTHOMo
PECTBOPA KIAPUTDOMULIKHE (SS).
KonuwsecrasenHoe He mexee 50,0 % u He Gonee 10,0 % 101,6 % OT 3asBNEHHOTO KONUYeCTBa -
onpefienexue KITAPUTPOMULIMHE OT 3aABNEHHOrO KONUYECTea,
Pacraopetue He menee 80 % (Q) CiaHgaNO 1 (Knapurpomuuuna) 93 - 100 % or sanBNeHHOro KONU4YECTBa -
{1 depes 30 MUH OT 3aRBNEHHOTO KONUYecTea.
MukpoBuonorudeckas OBuee yucno aspobHbiX MUKDOOPraHWamMos - He - e
HUCTOTE Gonee 10° KOE 8 1 1 (M)
MukpoBuonorudeckas OBues UUCHo APOXOKEBLIX U NnecHesbiX rpubos -ve |- g
quCToTa Gonee 10° KOE & 11 (mn}
MukpoBuonorseckan Oreyrerave Escherichia colis 1 r (mMn) - 1
HYcTOTa

Mp.* = MNpusevarue

*1 TecTpoBaHIE HE NDOBOAKTCA HA KOXA0H NapTuM (NPOTPAMMa MOHUTOPUHIE NPEAYCMATRUBAET TECTUPOBAHVE KaK MUHUMYM O4HOMA napTuu & rog).
HacTosLiyum rapaHTUpyemM, UTo fJaHHas NapTus cooTaeTcTayeT sceM TpefoBanuam.

Tecr Crieyndpurauymus

Peaynerarsi

Ynakoska

MNepsuuHas ynakoska:

Mo 7 TabneTox 8 Bnuctepe 13 KoMEUMHUPOBaHHOrO
marepuana NBX/MBAX # donbri anomuHmesoi.
BropuuHas ynakoska:

1o 2 6nucrepa BMECTE C UHCTPYKUued no
NPUMEHEHKIO NOMELIAIOT B NAaYKy KAPTOHHYIO,
Ynakosra «In-bulks:

100 6nucTepos nomeLLaT B KOpobky KapTOHHYIO,
«OpoBKN KAPTOHHBLIE B TPAHCNOPTHLIR KOopob.

Ot 240 po 960 GnucTepos ynakosbiBaloT 8
TpaHCROPTHBIA Kopob (BrucTepsl MOTyT ObiTh
ACTIONHWATENBHD YNaKoBaHyl B KAPTOHHBIE KopoBku).

MNepBUYHaR ynakoska:

Mo 7 TaGnerok B Bnuctepe u3 KOMGUHUPOBAHHOTO
marepuana MNBX/MNBOX # honsru anomMuHuesoi.

BropuuHas ynakoska:

Mo 2 BnucTepa BMECTS C UHCTPYKLMEH No
NPUMEHEHYIO NOMELLEHE! B NAYKY KAPTOHHYIO,

Hatibbil cepTuthukaT Ha CEpUio UMEET INEKTPOHHYIO NOANWCH.
CeprichukaT Co3jan asToOMaTUHECKN BaNWANPOBAHHOW KOMNLIOTEPHOR CUCTEMON.




(F4 KRKN

KREKA, d. d., Novo mesto

Koa Ne: 783383 YMNPABJEHUE

Mpopyxr: ®pomunua® (KnapurpomMuumH) Tabnetku, KAYECTBOM
NOKpbITLIE NrieHovYHou obonoykon, 500 mr Smarjeska cesta 6

Cepus: NK3614 8501 Novo mesto

Hara npouseogcrea: 11.2020
[ara ncreueHus

Slovenia
Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

cpoKa rofHoOCTH: 11.2025
Ynakoska: (6nucTep) 7 x 2 (nauka KapTOHHaA) gEK}?&?R’{AT
XpaHeHue: [pu Temneparype He Boilwe 25 °C, B OpUruHanbHoO# ynakoBke.
Hara: 02,12.2020
Crpanuua: 2/3
Tecr Cneuuduraums Pesynkrarhi
Mapuvposka Ha nepsuyuHoil ynakoske (Bnucrepe) Ha pycckom Ha nepsudHoii ynakoske (GnucTepe) Ha pycckom

ASLIKEG YKa3LIBAoT:
TOProsoe HaUMEHOBaHWe npenapara ¢
NPeAYNPeANTENBHOR MapkupoBkoik ®,
MENAYHAPOAHOE HENATEHTOBAHHOE HAUMEHOBaHNE,
NeKapcTBEHHYI0 (hOPMY, AO3UPOBKY, TOBAPHLIA 3HAK
(Ha naTuHWLe) hUpMBI-NPOUIBOAUTENS, HOMED
Cepuu, Jaty NnpousBOACTEA, CPOK FOJHOCTH.

Ha sTopudHoil ynakoske (nayke KapToHHOR) Ha
PYCCKOM R3bIKE YKAILIBAIOT!

TOproBoe HauMeHoBaHue npenaparac
NPeAynpesUTenbHOl MapkupoBKoid ®,
MEMAYHAPOAHOR HENATEHTOBEHHOE HaUMEHOBaHWE,
nexapcrseHHylo gopmy, A0IUPOBKY, KONKYECTEO
TalneTok B yNakoBke, Haisanue AelcTByouwero
BelecTsa v ero konuyecrso e 1 rabnetke,
«BenomorarensHele BELLECTBA: NPONUNESHIMUKONb ¥
Apyrve, yKasanHbie B UHCTPYKLIUM No
npuMeHeHoy, cnocol npumenenusn: «inA npuema
BHYTDbY, YCNOBUA OTNYCKA, YCNOBUA XpaHeHus,
NPeAYNPeAUTEnbHYI0 HaANUCH: «XPaHWTL B
HEAOCTYHOM ANA ABTel MecTes, TOBapHLIA 3HaK
(Ha NnaTuHULE), HA3BaKNE U aapec HUpMbl-
NPOUSBOAUTENA, HOMEP Cepuy, AaTy
NPONIBOACTEA, CPOK MOAHOCTH, PErMCTPALIMOHHBIR
HOMEP, LUTPUX-KOA, NPOUIBOACTBEHHLIR KOA
ynakoBOUHOrO Marepuana.

HonyckaeTcs HaHECeHUE Ha NaqKy KapTOHHY
KOHTPOSTLHOIO (MABHTUCHUKALMOHHOIO) SHaka (KN3)
€ NONHLIM WK YacTUYHLIM AyGnuposaxves
MHOpMALAY, CofepKalLeidcs B HEM B BUjE
HATABMOID NEMATHOrO TEKCTA € UBNbIC
MOHUTOPUHTE ABWKEHUA NEKAPCTBEHHOrO Npenapara
OT NPOUIBOAUTENA A0 KOHeYHoro noTpeburens.
«in-bulk»: Ha 3TUKETKE Ha DYCCKOM A3blke
YKa3biBAIOT:

Wwwthp npenapara, TOproBoe HauMeHoBaHue
npenapara ¢ NpeAynpeauTensHOR MaprkupoBkoil ®,
MENAYHEPOAHOE HENATEHTOBAHHOE HAUMEHOBAHWE,
NEeKapCTREHHYIO (hopMy, A0UPOBKY, YIIAKOBKY U
KONWYECTBO YNEKOBOK, HOMEP cepuu, aary
NpPOUSBOACTBA, CPOK FOAHOCTH, YCNOBYS

XPAHEHWN, MAHUTTYNALMOHHBIE 3HaKW, TOBAPHbBIA
IHAK (KA NaTUHULE), HasBaHue U aapec GupmMbl-
NPOUSBOAUTENA, LWUTPUX-KOA, NPOUIBOJCTBEHHBIA
KO/, YNakoBoMHOro Marepuana.

JlONONHUTENBHO Ha TUKETKY MOXET ObiTh HAHECEH

A3bIKE YKa3aHo:
TOProBoe HanMeHoBaHue npenapara ¢
NpeAynpeauTenbHol MapkupoBkol @,
MENAYHAPOAHOE HENaTEHTOBAHHOE HAaUMEHOBaH!E,
nekapcreextan opma, AOIUPOBKA, TOBAPHLIA 3HaK
(Ha naTuHuLe) hupMb-NPOUIBOAUTENSA, HOMED
cepuu, AaTa NPOUIBOACTBA, CPOK FOAHOCTY,

Ha BropuuHoit ynakoske (navke KapToHHOR) Ha
PYCCKOM S3biKe yKa3daHo:

TOProBoe HauMeHoBaHue npenapara ¢
npeaynpeguTensHoil Mapkuposkoil @,
MEXAYHAPOAHOE HENATEHTOBAHHOE HaUMEHOBAHUE,
nekapcreeHHan hopma, 40IUPOBKA, KONUMECTREO
TaBneTok B ynakoBke, HasBaHue AedcTByOWero
BeljecTsa u ero konuuecreo 8 1 rabnerre,
«BenomoratensHble BeLLecTBa: NPONUNSHTTIUKONL U
APYrae, yKasaHHsie B UHCTPYKLUK NO
npuMeHeHnion, cnocob npumMeHeHnA: «fina npuema
BHYTPb», YCNOBUA OTAYCKA, YCNOBUA XPaHEHUS,
NpeAyNpeanTENbHER HAANKUCH! «XPaHUTe
HE[OCTYNHOM ANA AeTel MecTe», TOBAPHbLIA 3HaK
(Ha naTuxuye), HaaeaHue u aapec upmsl-
Npou3BOAWTENA, HOMEP Cepuu, AaTta
NPOUSBOACTEAE, CPOK FOAHOCTY, PErUCTPaLMOHHEIR
HOMEP, WTPUX-KOZA, NPOUIBOACTBEHHBIR KOA
yNaKoBOUHOro Marepuana.

Ha navky KapTOHHYH HEHECEH KOHTPOMbHEIA
(waeHTUukaLuorHblit) sHak (KN3).

JlanHblit CEPTUCMKAT Ha CEPUIo UMEET 3NEKTPOHHYIO NOANUCE.

CepTumkar co3faH BRTOMATAMECKY BANWAWPOBAHHOR KOMNLIOTEPHOR CUCTEMON.




Kop Ne; 7B3383

MpoaykT: ®pomunua® (KnapurpoMuuuH) TabneTtkm,
NOKPbITbIE NIieHO4YHOU obonoykou, 500 mr

Cepus: NK3614
[ara npoussoacrea: 11.2020
[arta ucredexns

(T4 KRKA

KRKA, d. d., Novo mesto

YNPABREHUE
KAYECTBOM
Smarjeska cesta 6
8501 Novo mesto
Slovenia

Tel: ++386 7 3312 111
Fax: ++386 7 3211 537

CpOKa ro4HoCTH: 11.2025

Ynakoska: (6nucrep) 7 x 2 (nauka KapTOHHaA) gﬁﬁ}“‘gx KAT

XpaHeHwve: Mpu remneparype He Bbiwe 25 °C, B OpUruHanbHOMN ynakoske,
[Lara: 02.12.2020
Crpanuua: 3/3

Tecr Cneuyndpukayun Peaynbrarb!

2-D koa.
Cpok rogHocTi 5 ner. 5 ner.

HacTposlLUM YA0CTOBEPAIO, YTO NPUBEAEHHER BLILLE WH(DOPMALIMA NOANUHHARA U TOWHAA. Cepun NekapcTBEHHOro npenaparta Bbina npousseseHa u
NpoBEpeHa B COOTBETCTBMU C TpeBoBaHUAMM perucTpaUMoHHOro Aocke, Tpebosanuamy Mpasun Hagnexalled NPOU3BOACTBEHHOR NPaKTUKI
(yreepxaeHsl Mpukazom MUHUCTEPCTEA NPOMBILLNIEHHOCTY U Toproenu P® ot 14 wions 2013 r. N2916), a Tak xe TpeGosaHuaMu deaepansHOro 3akoHa
“06 ofipailennn nexapcTeeHHbIX cpeacTs” or 12 anpens 2010 r. N 61-©3 U uHbiMK TPeBGOBAHUAMY, YCTAHOBNEHHLIMIU HOPMATUBHO-NPABOBLIMU

aKTamy CTpaHbl-3KCnopTa.

KayecTso NpoAYKTa COOTBETCTBYET HOPMATUBHOWK AOKYMEHTALMM:
M N0O14777/01-180918

HacTposiluum NOATBEPXAAI0, YTO BbilLEYKa3saHHan Cepun paspelieHa Kk peanuaauuu.
JMata Buinycka Ha puIHOK:
01.12.2020

YNPABITIEHWE KAYECTBOM
DamMunua U JOMKHOCTL (38aHKe) nuua,
BblABLIETO PA3PELLUBHIE HA BbINYCK Cepun
Maiga WeHuua

ATIS HAKNARHbiy
" NOKYMEHTOR
KAYECTRA

Aannbilk CEPTUCNKAT Ha CEPUI0 MMEET 3NEKTPOHHYIO NOANKCH.
Cepruhukar Co3aH aBTOMATUHECK) BANWANPOBAHHON KOMNBIOTEPHOR CUCTEMOH,



(FAKRKM

Pa3spenienne Ha BBIMYCK H BBOJ B IpPaskaaHcKuii o6opor

IM-4928812564 /2020

HauveHOBaHMe JIeKAPCTBEHHOTO NPENAapaTa VI MeAHIHHCKOr0 NPHMCEH eHUH:

(6ymcrep) 7 x 2 (avka KapTOHHAS)

Opomumun® (KnmapuTpoMuIie) TaGNeTKH, OKPLITEIE IIEHOYHOH 060104Ko#, 500 Mr

Cepns: T'onen no: PopiHOK:

Kosm4decTBO YHAKOBOK:

NK3614 11.2025 RU

3.600 mT.

Ha ocHOBaHWH MHGbOPMAIMH NPEIOCTARICHHON HHOCTPAHHEIM IIPOM3BOJMTEINEM, MOATBEPHAIAIOMEH, 1TO
cepus JEKapCTBEHHOro mpenapara Oblia MpOW3BEeJEHa W NpPOBEPEHa B COOTBETCTBHH C naneH3ue# Ha
TPOHM3BO/ICTBO JIEKAPCTBEHHbIX CPE/ICTB, TPeOOBAHHAME PErHCTPAIMOHHOrO J0ChE, tpeGoBanusaMu [IpaBHI
HaZUIeXaIel MPOH3BOICTREHHOM npakTHkH (yTBepkaeHs! [Ipukasom MUHHCTEPCTBA IPOMBILIEHHOCTH H
toprosimi P® ot 14 monst 2013 r. Ne916), a Takke MHBIME TpeGOBaHMAMHE, YCTAHOBICHHBIMA HOPMATHBHEIMHU

npaBoBbIMHA akTaMi Poccuiickoit deepatiy B CTPAHbl HMIIOPTEPA.

HopmaTaBuas noxymentanus: I1 N014777/01-180918

TMacnopt Ne:  NK3614 ot 01.12.2020 r.

Ipoayxuus paspemeHa K BbITYCKY H BBOZXY B
rpakaaHckuii obopor

OTBETCTBEHHOE JIHIO
Ang ACKSENT o
KaleaTes /
N2 2

14.12.2020 X

Tlata JA  HET

W DOKYMEHTOR
KAYECTBA




PEAEPAALHASL CAYKEA 110 HAAZOPY
B COEPE 3APABOCXPAHEHMA

«CBefeHvAa o BBOAE B rpaxnaHckun obopoT B Pocc
CPEACTB MO COCTOAHMIO Ha 23.12.2020 14:05»

nickon depepayun NeKapCTBEHHbIX

NAYKH KAPTOHHbIE

Ilata Bnecenns 8 AUC | _.-_quach:..d:w Ceenenns o Hopmarasaas Opranmsanus, Homep Homep, nata
Pocanpasmamopa Toproeoe nanmenosanme (BBImy CKaromuii Crpana CTajMax oS — BBINYCTHBINAA B CepHH, paspeumieHus
KOHTPOJIB) [POH3IBOJICTBA TPAXKIAHCKHIT 000poT napTHH ua HIII
wwﬂﬂﬁﬂn:@hmﬂﬂmgﬁhmm M.wo:ocx:wn AO "KPKA, Hoi AO "KPKA, p.a.,
14.12.2020 P 5 s 1080 Cnosenus Hogo mecto”, ITNO14777/01-180918 000 KPKA ®APMA NK3614 -
500 mr 7 ., GmicTeps (2), MecCTo Ciiieimn




