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PervucrpauvoHHoe yaocTosepeHue
WTpux-kon

AHanus BbINOMHeH no

Macnopt Ne 42

CnupoxonakToH Meaucop6 tabnetku 25 mr Ne20

JIN-Ne(001011)-(Pr-RU)
4603182017154
HA NM-Ne(001011)-(Pr-RU)-061124, nocnenosarensHocTs 0003, CM-06.038 sepcus 3

dopma cornacHo
M.09-CTO-06.02

Ne n.n. HavumeHoBaHue nokasaTenew Tpe6oBaHusa H Pesynkrathl aHanusa
P

OpraHonentuyeckun, F® PO. Kpyrnbie CootseTcTByeT. Kpyrnbie nrnockoLUMnUHapuYeckiue

1 Oriiicakie MIOCKOLNMVIHAPUEcKMe Tabnetku 6enovro wnu nouT 6enoro Ta6ne1"xu| Genovro LBeTa ¢ hackol C AByX CTOPOH U
uBeTa ¢ hackol C ABYX CTOPOH U PUCKOW C OAHOW CTOPOHBI, C | PUCKOM C OAHO CTOPOHLI, C XapakTepHbIM 3anaxom
XapaKTepHbIM 3anaxom
Yo-cnektpodoTomeTpusi, MO Pd. Yd-cnekTpel nornoweHns | BoiaepxusaeT. YO-CneKTpbl NornoLweHns
MCBITYEMOro pacTeopa 1 CTaHAapTHOro pacTsopa UCTbITYEMOro pacTeopa ! CTaHAapTHOro pacTsopa

2 UneHTvdKaLms CnupoHonakToHa B o6nacTy ot 200 go 380 HM AOMKHbI UMETL |CUpOHONakToHa B obnacTu ot 200 Ao 380 HM
MaKCUMYM NMPU OAHOW 1 TOW e ANUHE BONHbI (passen VIMEIOT MaKCUMYM NPV OAHOW U TOW Xe ATMHE BOMHbI
«KonuyecTeeHHoe onpeaenexve. Metog (pazpen «KonuyecTeerHoe onpesenexuve. Metog
Y®-cnekTpodoTOMETPUN») Y®-cnekTpodoToMETpUn»)

epxusaert. B
B3XX, Fd P®. Bpems yaepXvuBaHUsA OCHOBHOrO Nuka Ha r?::: sa X omaTo?e:;M?:E;ﬁsa::gr?JCHs:::oma
XpoMmarorpamMme UCTbITYyeMOro pactsopa AOMKHO com-semfs i :nneum o mv):aanua rF" nka Hap
COOTBETCTBOBATL BPEMEHU YAESPKUBAHUSA NUKa Ha S aymmeF::TaH a );'eqo?'o acTBODA
XpOMarorpaMme CTaHapTHOro pacTBopa CrMPOHONaKToHa CﬁwpoHOﬂF;KTOHa (paaﬂeﬁ «Kon:qecrsepHHoe
aspen «Ki e onpegenexne. Meto PKX»

(paan ONUHECTBEHHOS: ONPEASN oz BI ) onpeaenerve. Merog B3XX»)

3 |OnpegeneHue BCriomMoraTenbHbIX BELEeCTB, % ['® Po. He Gonee 3,0 2,7
Y®-cnektpocdotomeTpus, Fd PO. He meHee 75 (Q) 99,13

4 PacTBopeHue, % CNUPOHONAKTOHa Yepes 45 MUH OT HOMUHANBLHOro
CoAepXaHus LeiCTBYIOLLEro BELECTBa

5 Mpumecy, % B3XX, [ P®. KaHpeHoH - He Gonee 1,0 Menee 0,10
EAVHVYHOW HeNAEHTUULMPOBaHHON NpuMecy - He Bonee Menee 0,10
0,20
Cymma HeuaeHTUMLMpOoBaHHbIX npumece - He Gonee 1,0 Menee 0,10
Cymma npumecei - He Gonee 2,0 Menee 0,10
Y®-cnektpodoTomeTpus. Cnocob 1. Fd PO. B cootsetctaum {AV=550 (n=10)

HOPOAHOCTb €AVHWL, A03VPOBaHNS, % '
6  |Oaropoa AVIHUL, AOSUPOBEHNS, 7o ¢ TpeGosanmuamu. AV<15,0
OMmKeH BblAepxuBaTe TpeGosaHus Md PO, kateropus 3A/  |Bolaepxusaer
7 Vonormyeckas YueToTa A
Mkpod ®EASC 2.3.1.2.

Yo-cnektpodotometpus, FP PO. Ot 23,75 po 26,25 24,90

8 KonuuecTseHHoe onpeaernexve, Mr/Tadn. ! ! L ¥

Ped wr/ CNIMPOHOIAKTOHa, CYMTas Ha CPEAHIo Maccy Maccy Tabnetku

Mo 10 vnu 14 TaBrneTok B KOHTYPHYH SYENKOBYK YNakoBKy 13 |I1o 10 TabneTok B KOHTYPHOI SHERKOBOW ynakoBke
NNEHKW NONUBUHUNXNOPUAHON U (hONbIY antoMUHNEBON U3 NMEHKN NONMBUHUITXNOPUAHO 1 chonbru

9 OnucaHue ynakosku neyartHoii. 1, 2, 3, 5 unm 10 KOHTYPHbIX SHYEMKOBbIX YNAKOBOK | arlOMUHIUEBOI NeYaTHON. 2 KOHTYPHbIE AYEKoBbie
BMECTE C UHCTPYKLMEN N0 MEAULIMHCKOMY NPUMEHEHUIO ynakosku no 10 TabneTok BMeCcTe C MHCTPYKLMen no
NOMELLAIOT B Nayky MEANLIMHCKOMY NPUMEHEHUIO NOMELLEHbI B NauKy

CooteeTcTBYET. [NepBuyHas ynakoska

MepBuyHas ynakoBka nekapcTeeHHoro npenapara. Ha neKkapcTBEeHHOro npenapara. Ha KOHTYpHO
KOHTYPHO A4YEKOBOIA YNaKoBKe YKa3blBaKoT SIOroTUN AYEMKOBOW YNakoBKe yKasaHbl NOroTvn Aepxarens
JepXartens PErMcTpaUMoHHOro YA0CTOBEPEHNS, TOProBoe PErycTPaLMoHHOrO YAOCTOBEPEHUS, TOProBoe

10  |MapkupoBka HaMMeHOBaHWe NeKapCcTBEHHOro npenapara, MeXAyHapoAHoe |HauMeHoBaHVe NekapcTBEHHOro npenapara,

HenaTeHTOBaHHOE HaUMEHOBaHVIe fIeKapCTBEHHOTO npenapara
Ha PyCCKOM U aHIMACKOM si3biKax, A03MPOBKY, HOMEp cepuu,
[AaTy UCTEUEHUs CPOKa rOAHOCTU

MEXAYHapoLHOe HenaTeHToOBaHHOoe HauMeHoBaHue
NEeKapCTBEHHOro npenapara Ha pycckom U
aHIMWACKOM S3blKaX, 403UPOBKa, HOMep cepuu, faTta
WUCTEYEHUA CpOKa rogHoCTU
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BropuyHas ynakoska nekapcTBeHHOro npenapara. Ha navke
YKa3biBaloT HaVMeHOBaHWe AepXaTtens perncTpauroHHoro
YAOCTOBEPEHUS, NOrOTUN, IOPUANYECKWA agpec,
Tenedor/cpake, agpec caiita B MIHTepHeTe, Toprosoe
HauMeHoBaH1e NeKapCTBEHHOTO Npenapara, MexayHapogHoe
HENaTeHTOBaHHOE HAaMMEHOBAHUE Ha PYCCKOM U aHIMUNCKOM
A3biKax, NeKapcTBeHHYIo PopMy, 03UPOBKY, KONUYECTBO
TabneTok B ynakoske, HaMEHOBaHWE U KONUYECTBO
AefcTBYIOLLEro BeLecTsa B o4HoM Tabnetke, «4ns npuema
BHYTPb», «[IPUMEHNTL NO HasHa4eHWo Bpaya», «XpaHuTb B
HEAOCTYNHOM ANs AeTeii mecTe», «Mpenapar cogepXuT
NaKTo3y», YCNOBUS XPaHEHUs!, YCIIOBUS OTnycKa,
PEervicTpauvoHHbIi HOMEp, HOMEP Cepuw, AaTy UCTeYeHUs
CpOKa roAHOCTU («TOAEH L,0%»), LUTPUXOBOM Kog. MpumeyaHus:
[lata npoussojCTBa (MECsL|, roa) BKIKOYEHa B HOMEP Cepun.
HOpuanyeckuin agpec aepxarens pervcTpaLmuoHHoro
YAOCTOBEPEHUS YKa3biBaeTCs B COKPALUEHHOM BUAE.
[onyckaercs HaHocuTb LpudToM Bpaiins MexayHapoaHoe
HENaTeHTOBaHHOE HaMMeHOBaHNe NeKapCTBEHHOMO
npenapara, 403UpoBKY. [lonyckaeTcs pasmelyeHue
apmakoza. [lonyckaeTcs pasmeLleHne cpeacTsa
UAEHTU(MKALMM B BUAE ABYXMEPHOrO LLTPUXOBOIO KOAAa C
Ay6nupytoLelt TekcToBol UHopMaLMed, BKIloYatoLen
rnoGankbHbii NAEHTUGDUKALMOHHBIA HOMED TOProOBOW eAUHNLIbI
(GTIN), Homep cepuu, faTy UCTEYEHWS CPOKa FO4HOCTU
(«ropeH A0»), UHAVNBMAYaNbHbIA CePUAHBIA HOMEP TOPrOBOM
eAvHUUBL (CH). Homep cepum 1 gaTa ucteveHus cpoka
TOAHOCTU NpY UX Hanuuuy B AyONUPYIOLLE TEKCTOBO
VH(OPMaLWK KOHTPOMBHOTO (UAEHTUGUKALMOHHOrO) 3HaKa
OTAENbHO He HaHOCATCH. MapkupoBska TpeTUuYHoM
(TpaHcnopTHON) Tapsl B cooTeeTcTBumM ¢ FOCT 14192-96

CoortBeTcTBYET. BropuyHas ynakoska
neKkapcTBEHHOro npenapara. Ha nauke ykasaHbl
HauMeHOBaHWE AepXaTens PervcTpaLoHHoro
YAOCTOBEPEHWS, NIOroTUN, FopUAUYECKUiA aspec B
COKpaLLeHHOM Buae, Tenedor/dakc, agpec cainTa 8
WHTepHeTe, Toprosoe HaumeHoBaHne
NeKapcTBEHHOro npenapara, MeXayHapoAHoe
HenaTeHToBaHHOE HaVMEHOBaHWE Ha PYCCKOM U
AHrTIMIACKOM A3blKax, NekapcTeeHHas dopma,
[03MpOBKa, KONMWYecTBo TabneTok B ynakoske,
HaVMEeHOBaHNE 1 KONMHECTBO AEeiCTBYIOLEro
BeLecTsa B oAHoN Tabnetke, «ns npuema
BHYTPbY, «[PUMEHSATE NO Ha3HaYeHuIo Bpada,
«XpaHWUTb B HEAOCTYNHOM ANs AETel MecTey,
«[penapat coaepXuUT NakTo3y», YCIOBKS XPaHEHUS,
YCNOBUS OTNyCKa, PerncTpaLyoHHbI Homep,
LUTPUXOBON KOA. [laTa NnpousBoACTBa (MecsL, rog)
BKIIO4EeHa B HOMEp cepuu. PasmelleHo CpeacTso
nAeHTUVKaLMKM B BUAE ABYXMEPHOIO LLUTPUXOBOTO
Koaa ¢ Aybnupyroweii TekcTosol UHdopmaLmei,
BKMOYatoLLel rnobanbHbli MAEHTUDUKALMOHHBIN
HoMep Toprosow eauHuubl (GTIN), Homep cepuu,
[,aTy UCTEYEHUS CPOKa rOAHOCTU (KTOAEH LO%),
VHAVBULYaNbHbIA CEPUAHBIA HOMEP TOProBoii
eavHnusl (CH)

11 |Yenosus xparenus §O3°aéLIMUJSHHOM OT CBETa MecTe Npy TeMnepaType He Bbilwe | CoOTBETCTBYET
12 |Cpok roaHOCTU (CPOK XpaHeHus) 3 roaa CoortBetcTByeT o 31.07.2029

3aknwouenue OKK:

TpaHcnopTVpoBaTh:

Hayvanbruk OKK

CrinpoHonakToH Meaucop6 Tabnetku 25 mr Ne20, cepusi 380420726, cootseTcTayet Tpebosarusam HI JIM-Ne(001011)-(Pr-RU)-061124,
nocneposarensHocTe 0003, CM-06.038 Bepcus 3 No NPOBEPEHHBIM NOKa3aTensm

TpaHCnopTMpPOBaTh B 3aKPbITLIX TPAHCMOPTHLIX CPEACTBAX UMK B KOHTENHepax, 0GecneynBaloLyX 3aLUUTY OT BO3AENCTBMUS COMHEYHBIX Nyyen,
aTMOCHEpHbIX OCaAKOB, 3arpAsHEHNs U NOBPEXAEHUS TPAHCNIOPTHON Taphl.

# o

|/77.~—7Hasaposa U. A.

7

Kauectso npenapara raparTuposaHo B TeyeHe.cooka ro?}w b cobriroaeHUm YCrIoBui XpaHEHNs 1 TPaHCOPTUPOBaHWS
3 <A ]
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