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n
1. | ONUCAHUE BusyanbHbii. [1BOsKOBbINYKNble Tabnetku SGNOKOBUAHON | [BOSKOBLINYKNble TaONETKU SIGNOKOBWUAHOM hopMmbl,
(OOPMbI, NOKPbLITbIE NNEHOYHON OBOMOMKON Cepo-ronyboro | MOKPLITHIE — MMEHOYHOW  OBONOYKON cepo-ronyboro
uBeTa, C rpaBMPOBKOI «97» Ha OAHON CTOpOHE M «J» Ha | UBETA, C rPaBUPOBKOI «97» Ha OAHOM CTOPOHE U «J» Ha
Apyron. ApYro.
Ha nonepeuHom paspese BuAHbI ABa Cnos: SAPO NOMTM | Ha nonepeuHom paspese BUAHBI ABA CROS: SAPO MOYTH
6enoro useTa 1 obornoyka cepo-rony6oro usera. 6enoro upeTa n ofonouka cepo-rony6oro useta.
2. | NOANUHHOCTb B3XX. Bpems yaepxuBaHWS OCHOBHOTO nuka Ha | Bpems yAEpXuUBaHUA OCHOBHOrO  nuka Ha
Xpomarorpamme MCMbITYEMOro pacTteBopa AOIDKHO | XpOMarorpamme MCnbITyeMOro pacTeopa COOTBETCTBYET
COOTBETCTBOBATL BPEMEHU YAEPXKWUBAHUS OCHOBHOIO NWKa Ha | BPEMEHW  YAEpPXWBAHWS  OCHOBHOTO  NWKa  Ha
XpomaTorpamme CTaHAapTHOro pacTsopa (pasgen | xpomartorpamme CTaHA@pTHOrO pacTeopa (pasaen
«KonuuecteeHHOe onpegeneHue). «KonuuectseHHoe onpegeneHue»).
Y®-cnektpodoToMeTpus. YO-cnekTpbl NOrMOWEHNs | Y®P-CnekTpel NOMMOLLEHNUsI UCMbITYEMOrO pacteopa W
UCMbITYyEMOro pacTsopa U CTaHAAPTHOrO pacTeopa B obnacTu | CTaHAapTHOrO pacTsopa B obnactu ot 200 A0 400 HM
ot 200 A0 400 HM AOMKHBI UMETL MaKCUMYM MOTMOLLEHNS npu | UMEKT MaKCUMYM NOTMOLWEHUS Npu 234 + 2 HM.
234 + 2 HM.
3. | CPEOHAA MACCA ro Po.
Ot 196,82 00 213,22 Mr (205,02 Mr + 4 %). 202,56 mr (-1,2%)
. | PACTBOPEHUE F'® PO, Y®-cnekrpochoToMeTpus. (101%)
He meHee 80 % (Q) or 3asBneHHOro konuyecTsa 100%
3TOpMKOKCUBa Yepes 30 MUHYT. 103%
101%
101%
100%
101%
5. | POOCTBEHHBIE B3XX.
NPUMECHU Mpumeck H-ETCRCO1 — He 6onee 0,2 %; He obHapyxeHo
npumech H-ETCRCO02 — He 6onee 0,2 %; He obHapyxeHo
eMHMYHAA HeuaeHTUUUMPOBaHHas npuMeck — He Bonee 0,07%
0,20 %,;
cymma npumecen — He 6onee 2,0 %. 0,08%
BOOA ro PO, metop K. ®Duwepa.
He 6onee 6,0 %. 1,6%
7. | OAHOPOAHOCTb F'® PO, cnocob 2.
AO3UPOBAHUA AV <15 % (n = 10), ecnu ycnosue He BbINONHAETCH, TO AV <
15 % (n = 30), u ana 30/30 TabneTok KONMYeCTBEHHOE AV40=39%
CoAepXXaHWe 1eNCTBYIOLLIEro BEeLLEeCTBa AOMKHO HAaXoaUTLCS B
vHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUOJIOTMYECKASA | F'® P, kateropus 3A.
YUCTOTA Obuee uncno aspobHbIX MWUKPOOPraHusmMoB He Gonee 10° S5KOEB 1T
KOE B 1 1 (Mn);
OGuiee unCno APONOKEBBLIX W NMECHEBbIX rPUBos — He Bonee Me+ee 10KOEB 1T
10? KOE B 1 r (Mn);
Ortcytcteue Escherichia coli B 1 1 (mn). He obHapyxeHo
9. | KONIMYECTBEHHOE B3XX.
ONPEAENEHUE Ot 57,00 mr ao 63,00 mr (ot 95,0 a0 105,0 % OT 3a89BNEHHOTO 59,76 mr
KOnuyecTBa) B TabneTke. (99,6%)
10.| YNAKOBKA IMpu npoussodcmee u/unu pacgpacoske u ynakoske Ha OO0 | [Mpoussodcmeo, paccpacoeka u ynakoeka Ha OOO
«MAKN3-©APMA», Poccusi MAKN3-OAPMA», Poccus
Mo 7, 10 nnn 14 TabneTok B KOHTYPHYIO suenKoByto ynakosky | Mo 10 TabneTok B KOHTYPHYIO iV IKOBYIO yNakoBKY W3
13 nnenku MBX/MBAX n donbrv anioMuHneBoii neyartHon | nneHku MBX/MBOX v onbMv anioMUHUEBON NeYaTHON
NakUpOBaHHOM WM B KOHTYPHYIO SYEWKOBYIO YNaKkOBKY W3 | NakMpOBaHHOA.
onbru xonoaHoro gopmosanus (MBX-Anomunnin-OMA) 1
(honbru anoM1MHMEBON NEYATHOW NaKUPOBAHHOM.
Mo 1, 2, 3 unn 4 KOHTYpHbIe SYEiKOBbIE ynakoBku BMecTe C | Mo 1 KOHTYPHO SIYENKOBOM ynakoBske BMecTe ¢
VHCTPYKUMEN NO NPUMEHEHUIO B NaYKy KAPTOHHYIO. MHCTPYKUMEN NO NPUMEHEHMIO B NaYKy U3 KApTOHA.
11.| MAPKUPOBKA MepBUYHanA ynakoBka MepBuYHanA ynakoBka
Ha KOHTYpHOI siveiikoBoit ynakoBke (6nmcTepe) Ha pycckom | Ha KOHTYpHOW suerKoBoit ynakoske (bnuctepe) Ha
A13blKe yKasblBAIOT: TOProBOe HaWMEHOBaHMe npenaparta C | pYcCKOM s3blke YKa3aHO: TOProBoe HauMeHOBaHue
NPeAynpeauTensHO  Mapkuposkod  ®;  MexayHapopHoe | npenapara C npeaynpeAUTeNbHON MapKupoBKOi ®;
HenaTeHTOBaHHOe HaMMEHOBaHWE; NEKapCTBEHHYI (OpMYy; | MEeXAyHapOAHOE HEenaTeHTOBAHHOE HaUMEHOBaHME;
AO3VPOBKY; HaMMEHOBaHWE IOPUANYECKOTO NWLA, Ha WUMA | nekapcTBeHHas (popMa; AO3MPOBKA, HaWMEHOBaHWe
KOTOPOro BblAaHO PErnCTPaLMOHHOE yAOCTOBEPEHUE; NOTOTUN | IOPUANYECKOTO NUUA, Ha WMS  KOTOPOrO  BbIAAHO
KOMMNaHUW, OCYLECTBNSIOWEN NPOABUKEHUE NEKAPCTBEHHOTO | PErucTPaLMOHHOE yAOCTOBEPEHUE; MOroTUMN KOMMaHWK,
npenapara; Homep cepuu; AaTy NpoM3BOACTBA (Npu (hacoBke | OCYLIECTBRSAWWEA NPOABUXKEHUE  NEeKapCTBEHHOrO
Ha OO0 «MAKU3-®APMA» paTy npousBOACTBA HE HAHOCAT); | Npenapara; HoMep cepwuu; Aara npou3BoacTBa, Aata
AaTy UCTEYEHUS CPOKA FOAHOCTU. NCTEYEHUs CPOKa FOAHOCTY.
BropuuHas ynakoBka
Ha kapmoHHoU nayke Ha PpycckoM s3bike yka3bieaom: | BTopuuHas ynakoBka
TOproBoe HaumeHoBaHue npenapara C NpeaynpeauTensHol | Ha kapmoHHOU nayke Ha PycCKOM S3bIKE yKa3aHo:
MapkupoBKO ~ ®;  MeXlyHapogHOe  HenaTeHTOBaHHOe | TOprosoe HauMeHOoBaHue npenapara ¢
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HauMeHOBaHWe; AO03UPOBKY; HaVMEHOBaHWE PUANYECKOTO
nmua, Ha UMMA  KOTOPOro  BblAAHO  PErMCTPaLMOHHOE
YAOCTOBEpPEHNE, €ero CTpaHy; HOMep PperucTpauuoHHOro
YAOCTOBEPEHUS;  NOrOTUN  KOMMaHuW,  OCYLUeCTBRsoLLen
NpoABMXEHWE NEeKapCTBEHHOro npenapara; HauMeHoBaHue
npeanpusaTUS-NPOU3BOAUTENS, ero agpec (Npy NPou3BOACTBE
Ha OO0 «MAKU3-®APMA» yka3biBaloT CTpaHy, ropoa);
HauMEHOBaHWe U coaepXaHue AevCTBYIOLWero BellecTsa B
ofHOW  TabneTke, MOKPLITOA  NNEHOYMHOW  OBONOYKOM;
KONMYecTBO TabneTok B YNakOBKE, YCNOBUS XPaHEHus;
Cnocob NPUMEHEHWSI; YCNOBUSA OTMycka; NPeAynpeauTenbHbIE
Haanuen «MpUMeHATb NO HasHayeHuio Bpauar; «Coaepxut
NaKTo3bl MOHOMMAPATY; «XPaHWUTb B HELOCTYNHOM Ans AeTen
mecTe»; bapmakoTepaneBTUHECKYI0 Tpynny; LUTPUX-KOL;
HOMep cepwuu; AaTy Npou3BOACTBA (MPU NPOU3BOACTBE Ha
000 «MAKWU3-©APMA» aaTty npou3BOACTBA HE HAHOCAT);
AaTy UCTeYEeHUsi CpoKa rofHOCTY.

Ha kapTOHHyl nayky MOryT ObiTb HaHeceHbl TeXHUYeckue
(nponssoacTBeHHbIe) Koabl (rpaduueckue, OykBeHHble wnu
undposbie), hapmkoa.

Ha kapmoHHOU nayke Ha aHenulCKOM S3blKe yKa3blearom:.
TOProBOE HaMMEHOBaHWE npenapara C NpeaynpeauTenbHON
Mapkuposkon  ®;  MexayHapoaHOe — HenaTeHTOBaHHOe
HauMeHOBaHWe;  AO03UPOBKY;  (hapMakoTepaneBTUYECKYIO
rpynny; Konu4yecTso TabneTok B ynakoBke.

lpu npoussodcmee, ¢hacoseke u ynakoeke Ha OO0 «MAKU-
®APMA» [ONONHUTENBHO AONYCKAETC HAHECEHWe CPEeACTB
naeHTudukaumm ans MOHUTOpUHTa ABWXKEHUA
NeKapCcTBEHHbIX npenapaTtoB, B TOM uucne rnobansHoro
WAEHTU(UKALUMOHHOTO HOMEpa TOProBOW  €4WHUUBLI 1
VHAUBUAYaNbHOrO CEPUIMHONO HOMepa TOProBON €ANHULIbI.

npeaynpeanTensHON MapkupoBkon ®; mexayHapoaHoe
HenaTeHToBaHHOe HauMeHOBaHue; [L03UPOBKa;
HauMeHOBaHWe PUANYECKOro NnLA, Ha UMs KOTOPOro
BbIJAHO  PEerucTpauuoHHOE  YAOCTOBEPEHWE, €ero
CTpaHa, HOMep PerucTpauuoHHOrO YAOCTOBEPEHUS;
NIOroTUN  KOMNaHWKM, OCYLLECTBMSIOWEN NPOABUKEHUE
NeKapCcTBEHHOro npenapara; HauMeHoBaHue
npeanpusaTUA-NPOU3BOAUTENS, €ero aapec (CTpaHa,
ropoj); HauMEHOBaHUE U COAepXKaHue AeCTBYHLLErO
BellecTBa B OAHOW TabneTke, NOKPLITON NNEHOYHON
0BONOYKOI; KONMYECTBO TABNETOK B YNaKOBKE; YCNOBUS
XpaHeHus; Crnocod NPUMEHEHWS; YCNOBUS OTMYCKa;
npeaynpeautenbHble  Haanucu  «MpumeHsTb  no
Ha3HaYeHuio Bpavar; «Conepxmt NaKTo3bl
MOHOrMapar»;, «XpaHuTb B HEJOCTYMHOM Ans AeTewn
MecTe»; apmakoTepaneBTUYeckasl rpynna; LTpux-
KOZ; HOMEp Cepuu; aata UCTEYEHUst CPOKA FOAHOCTU.
Ha «KapTOHHyl0 nayky HaHeceHbl TexHWuYeckue
(Npon3soacTBeHHbIE) Koabl (rpadudeckune, ByKBEHHbIE
1 undposble), hapmMkos.

Ha kapmoHHOU navke Ha aHanulicKoM S3blKe yKa3aHo:
TOprosoe HaumeHoBaHue npenapara (e
npeaynpeauTensHON Mapkuposkol ®; MexayHapoLHoe
HenaTeHToBaHHoe HauMeHoBaHue; [,03UPOBKa;
hapmakorepanesTu4eckas rpynna; KONM4yecTBo
TabneTok B ynakoBke.

lMpu npoussodcmee, chacoske u ynakoeke Ha OO0
«MAKUN3-©APMA » AONONMHUTENBHO HaHeceHb!
cpeacTBa  MAeHTUMKaUMM  ANsi  MOHWTOPWHra
LABWKEHUA NEKapCTBEHHbIX Npenaparos, B TOM uucne
rnobanbHoOro UAEHTUPUKALMOHHOrO HOMepa TOProBoM
€AVHULUbLI U MHAWBUAYANbHOIO CEpPUHONO HOMeEpa
TOProBOW €4VNHULIbI.

12.| CPOKrOAHOCTH
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