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b HEMHEHOBAHME TpeboBanus HO Pesynbratbl aHanusa

n/n nokasarens

1. | ONMUCAHUE BusyanbHblil. Kpyrnbie ABoAKOBbINyknble TabneTku ¢ | Kpyrnble ABOAKOBbINyknble TabneTkn ¢ dac-
hackom, MOKPBITHIE NNEHOYHOW ODONOUKONW PO3OBOro | KOW, MOKPLITHIE MNEHOYHOU OBONOYKOW po-
ugeTa. 30BOro LBeTA.

2. | TOANNMHHOCTbL Y®-cnekrpodoTtomeTpust. YOd-cnektpbl nornotueHns | Y®-cnektpodoTomeTpus. YO-cnekrpst no-
MCNBLITYEMOro 1 CTaHAAPTHOrO PacTBOPOB B OGNACTW OT | rMOWIEHUS MCNLITYEMOr0 W CTaHZapTHOro
250 po 300 HM JOMKHBI UMEeTb MaKCUMyMbl NpU OAHUX U | pacTBopoB B obnactw ot 250 po 300 Hm
TeX e ANNHAX BOSH. MMEIOT MaKkCMMYMbl NpU OAHUX U Tex xe

ANMHAX BOSH.
B3OXX. Bpemsi yaepuBaHWA OCHOBHOIO nuka Ha xpo- | BOMX Bpema yaepXMBaHUS OCHOBHOIO MNu-
mMaTtorpaMme WUCNbITYEMOro pPacTBopa AOMMKHO COOTBET- | K& Ha XpOoMaTtorpaMme MCNbiITyemoro pac-
CTBOBaTb BPEMEHU YAEPXKMBAHWUS MUKA KNONWAOrpena | TBopa COOTBETCTBYET BPEMEHU YyAepKuBa-
Ha XpomaTorpamme CTaHAApTHOro pacTeopa (pasgen | HWA nuka KNonuaorpena Ha xpomaTorpaMme
«KonuyecTBeHHOE onpeaeneHue). cTaHjapTHoro pacteopa (pasaen: «Konude-
CTBEHHOE ONnpeAeneHue»).
3. | CPEOHAA MACCA e P®, 09C.1.4.2.0009.15.
Ot 248,56 n0 263,94 mr (256,25 mr £ 3,0 %). 257,07 mr (+0,3%)
— 4. [ PACTBOPEHWE — T® P®, O9C.1.4.2.0014.15, (102%)
Y®-cnekrpotpoToMmeTpUs. 104%
He meree 80 % (Q) oT 3aABNEeHHOrO KONUWYECTBA KNomnu- 101%
Aorpena yepes 30 MuHyT. 102%
104%
101%
101%
5. | POOACTBEHHLIE B3OXX.
NMPUMECH MNpumecs A — He Bonee 1,2 %; 0,05%
npumeck C — He Gonee 1,5 %; 0,03%
©AUHNYHas HenaeHTUdULMPOBaHHAsA NpUMech — He 6o- 0,01%
nee 0,2 %;
cymma npumecein — He 6onee 2,5 %. 0,08%
6. | BOOA rd P®, 090C.1.2.3.0002.15, meTon K. Puwepa.
He Gonee 7,0 %. 1,3%
7. | MUKPOBUONOIMNM4YECKAA | v PO, 09C.1.2.4.0002.18, kaTteropua 3A.
YUCTOTA Obwee uncno aspobHEIX MUKPOOPraHusMos - He Gonee MeHee 20 KOEB 11
10° KOE B 1 1 (Mn);
O6ujee 4MCnNoO APONOKEBBIX U NMecHeBbIX rpuboB: He Menee 10 KOEB 1T
Bonee 10° KOE B 1 1 (Mn);
Escherichia coli: otcyTcTBue B 1 r (mn). He obHapy»xeHo
8. | OQHOPOOHOCTbL re Po, 09C.1.4.2.0008.18, cnoco® 1.
NO3UPOBAHUA AV £ 15,0 % (n = 10), ecnu ycnoBue He BbINOMHSETCA,
T0 AV £ 15,0 % (n = 30), u anAa 30/30 TabneTok Konuue- AVi0=5,0%
CTBEHHOE COAEPXKaHME KIORUAOIPENa AOMKHO HAaXO-
AuTbcA B uHTepsane 0,75-M — 1,25-M.
9. | KOJIMYECTBEHHOE B3XX. Ot 71,25 po 78,75 mr xnonugorpena (ot 95,0 % 72,96 mr
ONPEQENEHUE A0 105,0 % OT 3aABNEHHOrO KONMUYECTBa) B OAHOI Tab- (97,3%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYPHYIO AYelkoBylO ynakosky | Mo 10 TabneTok B KOHTYPHYIO AYEWKOBYIO
(6ninctep) M3 NNEHKN NONMMBUHWNXNOPMAHON 1 honbrn | ynakoeky (bnuctep) us nneHku MBX/MBAX n
anioMWHNEBOI UNN B KOHTYPHYIO AYERKOBYIO YNAKOBKY | (hONbru anioMWHNEBON.

(6nuctep) 3 nnexkn MNMBX/MBAX u donkr anioMuHne-

BOW.

Mo 3 nAnm 6 KOHTYPHBIX AYEWKOBLIX YNAkoBOK (6nucte- | Mo 3 KOHTYPHBIX AYENKOBbIX YNakoBOK (6nu-
poB) wnn no 1 6aHke BMeCTe C MHCTPYKUMEl No Npume- | CTEpoB) BMECTE C WHCFPYKUMEN No npume-
HEHWIO B NaYKY KaPTOHHYIO. HEHMIO B NAYKY KAPTOHHYIO.

11. | MAPKUPOBKA MepsuyHas ynakoska MepeuyHas ynaxoska
Ha koumypHroli sivelikoeoli ynakoske (bnucmepe) Ha | Ha  koHmypHoU  sqelikosoll  ynakoeke
PYCCKOM A3blKe yKa3blealom: TOProBoe HaumeHosaHwe | (briucmepe) Ha PYCCKOM S3bIKe YKa3aHO:
npenapata ¢ npeaynpeauTenbHO MapkupoBkod ®, | TOproBoe HauMeHOBaHWe npenapata ¢
MEXAYHAapPOAHOE HENaTEHTOBAHHOE HaWMeHOBaHWe W | npeaynpeguTenbHol  mapkuposkon  ®,
AO3UPOBKY (HA PYCCKOM M AHFMMACKOM f3blKaX), | MEXAyHapoaHoe HenaTeHToBaHHoe
nekapcTseHHylo (hopMy, HauMEHOBaHME  TOBAPHbIA | HauMeHOBaHWe U A03MPOBKa (Ha PycCKOM U
3HaKk (NaTuHUUeR) pJepxarena pPerucTpaunoHHOrO | AHIMUACKOM  A3blKax), neKkapcTBeHHas
YAOCTOBEPEHUA, HOMEP CepuM, AaTy UCTEYEHMA cpoka | ¢opma, HAaUMEHOBAHME  TOBAaPHbLIA 3HaK
roAHOCTH. (naTmHnUen) aepxartens perncTpauuoHHoOro
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yOOCTOBEPEHNA, HOMEp cepun, jgara
VCTEYEHUA CPOKA MOAHOCTH.
BmopuyHas ynakoeka BmopuyHas ynakoeska
Ha kapmonHHoOU nauke Ha PYyCCKOM si3bike yKasbleaiom: | Ha kapmoHHOU nauyke Ha PyCCKOM S3blke
TOprosoe HauMeHOBaHWe npenaparta C | yKasaHo: TOProBoe HaNMEHOBaHMne
npeAynpeauTEnbHOW MapkupoBkoi ®, MexayHapoaHoe | npenapata c npeaynpeanTenbHon
HENaTEeHTOBAHHOE HauMeHoBakue, AO3NPOBKY, | MapKNPOBKOW ®, MeXAYHapogHoe
hapmakoTEpaneBTUMECKYIO  TPynny, NEKAapPCTBEHHYIO | HEnaTeHTOBaHHOE HauMeHoBaHue,
¢dopmy M KonuyecTBO TabneTok B  ynNakoBKe, | [O3MPOBKa, thapmakoTepaneBTM4eckas
HaMMeHoBaHWe WU coAepXaHue  AeicTBylowero | rpynna, nekapcTeseHHan chopma "
BellecTBa B OAHONW Tabnetke, ycnoBuA XpaHEHWA, | konuyectso  TabneTok B YNaKkoBke,
npeaynpeauTenbHbie Hagnucu «CoaepXuT nakTosbl | HauMeHOBaHue n coaepXxarmne
MOHOMMAPaT», «XpaHUTb B HEAOCTYNHOM ANA AeTeil | AedcTByloWero BewecTsa B OAHOW
mecTey, «Mepeg NPUMEHEHNEM npenapata | Tabnetxe, yCcnoBus XpaHeHus,
03HAaKOMbTECb C  Mpuilaraemon VHCTPYKUMEN», | npeaynpeauTenbhble Hagnucu «Copaepxut
«FlpnHNMaTL MO Ha3Ha4YeHNIo Bpayay, YCNOBUA OTNYCKa, | NakTo3bl  MOHOMMApaT», «XpaHuTe B
_|_cnoco6. . npuMeHeHus, Haanuck - «®» - -_|_HepocTynHOM Ana-aeTedt mecter, «llepes
3aperMcTpMpoBaHHbI  TOBApHBI  3HAK»,  HOMEP | NMPUMEHeHMEeM npenapaTa O3HaKOMbTECh C
CBUAETENbCTBA O PEerucTpauim TOBAPHOrO 3Haka, | Npunaraemoill WHCTpykumeny, «MpuHumaTb
Homep PEFUCTPALIMOHHOrO YAOCTOBEPEHUS, | NO HasHa4YeHWIO Bpauay, ycnoBus OTNYCKa,
HauMeHOoBaHNe Aepxarens perucTpaumoHHoro | cnoco6 npuMeHeHws, Haanucb «®» -
YAOCTOBEPEHUS,, €f0 CTPaHy ¥ TOBapHbIi 3HAK | 3aPErMCTPUPOBAHHLIA  TOBAPHBIA  3HAKY,
(naTuHuuen), HaumeHoBaHue, CTpaHy U ropos GUPMbl- | HOMEp CBuAeTenbcTBa © perucTpauuu
NpousBOAUTENSA, LWITPUX-KOZ4, HOMEpP Cepuu, AaTy | TOBAPHOro 3Haka, HOMepP PEruCTPaALMOHHOTO
MCTEYEHUA CPOKAa TOAHOCTH, LUTPUX-KOA B hopMaTe | yAOCTOBEPEHMS, HAUMEHOBaHUE AepXaTens
DataMatrix, rnoGanbHbil MAEHTUPUKALUOHHBIW HOMEP | PEerncTpauuoHHOTO  YAOCTOBEPEHWUs, €ero
TOProBOA €AuHULUBL K WHAUBUAYANbHBLIA CEPUAHLIA | CTpPaHa W TOBApHBIN 3HAK (nNaTuHUUENR),
HOMEP TOProBOW eANHULIbL. HauMeHOBaHWe, cTpaHa W rOpoA hupMmbl-
NPOM3BOAUTENS, LUTPUX-KOA, HOMEP CEPUM,
AaTa WMCTEYEHUA CpoKa FORHOCTH, LLTPUX-
kog, B cbopmate DataMatrix, rnoGanbHbIl
NAEHTNMUKALMOHHBLI ~ HOMEP  TOProBo#
€AUHNUBI N WHAMBUAYaANbHBIA CEPUHBINA
HOMEpP TOProBOi e uHNLbI.
HononHumensHo Ha emopuvHoll ynakoeke (Ha nauke | [ononHumenbHO Ha emopuyHOli ynakoeke
KapmoHHOU) Ha aHenulickoM S3blke yKasbigalom: | (Ha naJyke KapmoHHOU). Ha aHenuickom
TOProBoe HaUMEHOBaHME NEKAPCTBEHHOrO Npenaparta, | S3bike yKa3aHO: TOpProBoe HauMeHoBaHue
MEXAYHAPOAHOE HENaTeHTOBaHHOE HauMEHOBaHWE, | NeKapCTBEHHOro npenapara,
A,03UPOBKY, INEKapCTBEHHYIO OPMY W  KONWYECTBO | MEXAYHapOAHOe HEnaTeHTOBaHHOE
TabneTok B ynakoeke, Haanuch «Antiaggreganty. HaumeHOBaHKe, AO3POBKA, NEeKapCTBEHHAA
chopma v KONU4YecTBO TabNETOK B YNAKOBKE,
Haanuck «Antiaggregant».
12. | CPOK rogHOCTK 2rona CooTBeTcTBYET
3aksioueHue: CooTtBeTcTBYET, 1) -006376-290720,/];13M. Ne1, 2, 3,4

Darta Bbinycka OKK: «10» nioHs 2025 r.

‘{_/ // Bonkosa O.B.




