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Ne HaumeroBakue TpeboBaHus HO PesynbTaThl aHanuaa

n/n nokasarens P y

1. | ONMUCAHUE BuayanbHblit. Kpyrnele gBoskoBeinyknble Tabnetku ¢ | Kpyrnble aBosikoBbinyknete Tabnetku ¢ tac-
cbackoii, NOKPbITbIE NNAEHOYHON OBONOUKON PO30BOro | KOW, NOKPLITbIE MNEHOUYHON 0BoMoYKON pPo-
useTa. 30BOrO LiBeTa.

2. | IOONUHHOCTb Y®-cnektpodoToMeTpusi. Yd-cnektpel nornoweHus | Yd-cnektpodoromeTpus. YP-cnekrpbl no-
MCNBITYEMOrO ¥ CTAHAAPTHOIO PAcTBOPOB B 06n1acTh OT | FFIOWEHUA WUCMBbITYEMOrO W CTaHAAPTHOro
250 a0 300 HM JOMMKHBI UMETb MaKCUMYMbl PU OAHUX U | pacTBopoB B obnactu ot 250 Ao 300 Hm
TEX e ANIMHaxX BOSH. MMEIOT MaKCUMyMbl NMPU OAHUX W TeX XKe

ANVHAX BOSH.
B3XX. Bpemsa yaepxvuBaHus OCHOBHOTO nuka Ha xpo- | BIOXKX Bpemsa yaepxusaHnsi OCHOBHOrO nu-
maTorpaMme WCMbITYEMOro pacTBopa AOJMKHO COOTBET- | K& Ha XpomaTorpamme WCHLITYyemoro pac-
CTBOBaTb BPEMEHM YAEPXKUBAHWSA NUKa KNONWAOrPena | TBOpa COOTBETCTBYET BPEMEHW YAEPXKuUBa-
Ha XpomaTorpaMMe CTaHZapTHOro pacteopa (pasfen | HUA nuka Knonuaorpena Ha Xxpomarorpamme
«KonunuectseHHOe onpeaeneHues). cTaHaapTHoro pacrsopa (pasgen «Konuue-
CTBEHHOE ONpeAENeHue»).
3. | CPEOHAA MACCA o Po, 09C.1.4.2.0009.15.
Ot 248,56 50 263,94 mr (256,25 mr £ 3,0 %). 258,26 mr (+0,8%)

A |-PACTROPEHUE e PP, 0PC.1.4.2.0014.15, {95%)

Y®-cnektpochoToMeTPUA. 94%
He meHee 80 % (Q) OT 329BNEHHOrO KONMYeCTBa KNOMU- 96%
porpena yepes 30 MUHYT. 94%
94%
99%
94%
5. | POOCTBEHHBLIE B3IXX.
NMPUMECH Mpumeck A — He Gonee 1,2 %; 0,07%
npumeck C — He Bonee 1,5 %; 0,20%
€AVHNYHAA HEUAEHTMMULMPOBAHHAA NpuMect — He 6o- 0,01%
nee 0,2 %;
‘cyMma npumecei — He Gonee 2,5 %. 0,29%
6. | BOOA o P, 09C.1.2.3.0002.15, meTtoa K. Puwepa.
He 6onee 7,0 %. 1,3%

7. | MUKPOBUNOJSIOMMYECKASR | T PO, O9C.1.2.4.0002.18, kateropun 3A.

YUCTOTA O6uee uncno aspobHBIX MUKPOOPraHU3MOB - He Gonee MeHee 20 KOEB 1T
10° KOE B 1 1 (Mn);
Obulee YUCNO APOXNOKEBLIX W MIECHEBLIX rPMOoOB: He MeHee 10 KOEB 1T
Gonee 10° KOE 8 1 r (mn);
Escherichia coli: otcytctaue B 1 1 (mn). He obHapymeHo

8. | OQHOPOOHOCTb e P, 09C.1.4.2.0008.18, cnocob 1.

NO3NPOBAHUA AV = 15,0 % (n = 10), ecnu ycnosue He BbINOMNHAETCA,
T0 AV £ 15,0 % (n = 30), n ans 30/30 TabneTok konnye- AV4o=4,6%
CTBEHHOE CcoAepXKaHue Kronuaorpena [OMKHO Haxo-
AnTbCA B MHTepBane 0,75-M — 1,25-M.
9. | KONMMWYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonugorpena (ot 95,0 % 72,26 mr
ONPERENEHWUE B0 105,0 % oT 3asBNEHHOro KONUUYecTsa) B OAHON Tab- (96,4%)
netke.

10. | YNIAKOBKA Mo 10 Tabnetok B KOHTYpHYO sueikoBylo ynakosky | Mo 10 TabneTok B KOHTYPHYIO S4EAKOBYIO
(6nnctep) M3 NNEHKU NONMUBUHUNXNOPWAHOIA U donbrn | ynakosky (6nuctep) ns nnesku NBXMBAX un
anIOMUHNEBON UMM B KOHTYPHYIO SMENKOBYIO YNaKoBKy | (hONbrA anoMUHUEBON.

(6nuctep) u3 nnexkn NBX/MBAX n donbru anomuHue-

BOW.

Mo 3 unn 6 KOHTYPHLIX AYEHKOBbIX ynakoBok (6nncte- | Mo 3 KOHTYPHbIX AUEHKOBBLIX ynakoBok (6nu-
poB) unu no 1 GaHke BMECTe ¢ WHCTPYKLUE/ No Npume- | CTEPOB) BMECTE C MHCTPyKUWEeW no npume-
HEHWIO B NaYKY KAPTOHHYIO. HEHWIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA lMepsuyHas ynakoeka lMepsu4Has ynaxkoeka
Ha konmypHoii sdelikoeoll ynakoeke (6nucmepe) Ha | Ha  koHmypHoU  s4elikoeoil  yrnakoeke
PYCCKOM 5i3blKe yKa3bleailom: TOProBoe HaumeHosaHwe | (briucmepe) Ha PycCKOM S3biKe yKa3aHo:
npenapata ¢ npeaynpeauTensHol Mapkuposkoih ®, | ToproBoe HaumeHosaHme npenapata ¢
MEeXAYHapOAHOE HEenaTeHTOBaHHOE HaWMEHOBAHWE W | NpeaynpeAuTensHoOW  Mapkupoekol  ®,
[O3NPOBKY (HA PYCCKOM UM aHrMUACKOM A3bikax), | MEeXAYyHapoAHoe HenaTeHToBaHHoe
NEKApCTBEHHYI0 (hOPMY, HaUMEHOBaHWe  TOBApPHLIi | HaUMEHOBaHWE U J03MPOBKA (Ha PYCCKOM W
3HaK (naTWHWUEN) JepxaTens = PerucTpauWoHHOrO | aHrMMACKOM  ASbiKax),  NeKkapcTBeHHas
YAOCTOBEPEHUA, HOMEp cepuu, AaTy UCTEYEHMA cpoka | bopma, HaMMEHOBaHWE  TOBapHLIN 3HaK
rOAHOCTM. (naTuHUUEN) fepxaTens perncTpaunoHHOro
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yAOCTOBEPEHWSA, HOMep cepuu, jpaTa
NCTEYEHNSA CPOKa FOAHOCTU.
BmopuyHas ynakoeka BmopuyHas ynakoska
Ha kapmorHo(l nauke Ha pyCCKOM si3bike yKasbigalom: | Ha kapmoHHOU nayke Ha PYCCKOM A3blKe
Toprosoe HanMeHoBaHue npenaparta C | yKkasaHo: TOproeoe HauMeHOBaHWe
npeaynpeauTensHol mapkuposkol ®, MexgyHapoAHoe | npenapaTa c npeaynpeauTensHol
HenaTeHToBaHHOe HaumeHoBaHwe, AO3NUPOBKY, | MapKUPOBKON ®, MEXAYHapoaHoe
thapmakoTepaneBTUUeCcKyl0 rpynny, neKapCcTBEHHYIO | HenaTeHTOoBaHHoe HauMEHOBaHwe,
¢dopMy M KonuyecTBO Tabnetok B ynakoBKe, | AO3MPOBKA, chapmakoTepaneBTuyeckas
HauMEeHOBaHMe W cojepkaHue  AeicTBylowero | rpynna, neKkapcTBeHHas dopma
BewecTsa B OAHON TabneTke, YCNOBMA XPaHEHWs, | KonudecTBo  TabneTok B YMaKOBKE,
npeaynpeautensHole Haanucn «CoRepXUT NakTo3bl | HaumeHoBaHue n coaepxxaHune
MOHOIMAPAaT», «XpaHuTb B HEfOCTYNHOM ANS jeTeV | AEWCTBYIOLLEro  BewecTsa B OAHON
MecTey, «Mepep, NpUMeHeHnem npenaparta | Tabnetke, ycnosus XpaHeHus,
O3HaKOMbTECH C  MpWUnaraemol  WUHCTPYKUMEl», | npeaynpeauTtensHbie Haanucu «Copepxut
«MpuRUMaTL RO Ha3HAYEHMWIO Bpayay», yCNOBWUA OTNYCKA, | NMakTo3bl  MOHOrMApaT», «XpaHutb B
cnocob npumeHeHus, Haanuck «®» --| HepocTynHom gns pAevel wecte», «liepeg
3apErUCTPUPOBaHHbIA  TOBApHbLIN  3HaK»,  HOMEp | MpUMEHEHWeM npenapaTta O3HaKoMbTeCb C
CBUAETENbLCTBA O pPErucTpauuu TOBAPHOrO 3HaKa, | Mpunaraemoil MHCTpykumein», «MpuHumMaTe
Homep perucTpaumoHHoro YAOCTOBEPEHUS, | MO HasHa4eHWlo Bpava», YCroBus OTnycka,
HaMMeHoBaHue Aepxarens perncTpauuoHHoro | cnoco® npuMeHeHns, Hapnucr «®» -
YAOCTOBEPEHWS,, €F0 CTpaHy ¥ TOBAPHbIA 3HaK | 3apPEruCTPUPOBAHHBLIA  TOBAPHLI  3HAK»,
(naTvHuUe), HauMeHoBaHWe, CTpaHy 1 ropos UpMbI- | HOMep CcBuWAeTenbcTBa O  perucTpauun
NPOU3BOAUTENA, LUTPUX-KOA, HOMEpP cepun, J[aTy | TOBaPHOrO 3HaKa, HOMEP PEerncTpPaLNoHHOro
UCTEUEHUs CPoKa FOAHOCTH, LWTPUX-KOL B dopmate | YAOCTOBEPEHMWS, HAUMEHOBaHUE AepxaTens
| DataMatrix, rno6anbHbii MAEHTUDUKALUMOHHBIA HOMEP | PEerucTpauuoHHOro  YAOCTOBEPEHWA, ero
TOProBO eAuHMUbl W WHAMBMAYaNbHBIA CEepuiiHbIA | CTpaHa W TOBapHLI 3HaK (naTuHWULEn),
HOMEp TOProBON €AUHULIL!. HauMeHOoBaHWe, CTpaHa U ropoa (UpMbI-
NPON3BOANUTENSA, LUTPUX-KOA, HOMEP cepuw,
AaTa UCTEYEHWA cpoKa FOAHOCTH, LUTPUX-
koA B cbopmaTte DataMatrix, rno6anbHbii
MASHTUUKALUMOHHBIA  HOMEP  TOProBon
€AVHULBI N VHAWBMAYANbHBIA  CepUiHbIA
HOMEP TOProBoW eanHNULE!.
HononHumeneHo Ha emopuvHOl ynakoske (Ha nauke | [ononHumernsHO Ha eMOPUYHOL ynakoeke
KapmoHHO{) Ha aHenulcKoM A3bike yKasbligalom: | (Ha rna4yke KapmoHHol) Ha aHanulickom
TOProBoe HaMMeHOBaHWE NEKAPCTBEHHOrO npenapaTa, | s3blke YKa3aHO: TOProBoe HaumeHoBaHue
MEXAYHAPORHOE HEMNATEHTOBAHHOE HauMeHoBaHwe, | NeKapCTBEHHOro npenapara,
[O3UPOBKY, NEKapCTBEHHyl0 (DOPMYy W KOMUYECTBO | MEXAYHapOAHOe HenaTeHToBaHHOe
TabneTok B ynakoske, Haanuck «Antiaggregant». HanmeHoBaHwe, J03MPOoBKa, NeKapCTBEHHan
hopma u KONUUECTBO TabNETOK B yNakoBKe,
Hapnuck «Antiaggreganty.
12. | CPOKrOgHOCTH 2 ropa CooTBeTcTBYET
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