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MNACIMOPT Ne 193/24 T
OTAEN KOHTPONA KAYECTBA
JNnueHsus Ne 00205-J1C ot 15.02.2021 .
MAKMNIOAPMA HAMMEHOBAHUE HAonokokc® TabneTku, NOKpbITbIE NNEeHOYHOM
MPENAPATA: >
T — obonouykowu, 90 mr
ABTOMOGUNbHBIA HOMEP CEPUMU: D0O3050324
A8,
eTpose 4 OATA IPOU3BOACTBA: | 22.03.2024
FOAEH OO: 31.03.2027
Ten.: (495) 981-00-88 OBbEM CEPUU: 32 630 ynak. Ne10
NPOU3BOAUTENbD: 000 «MAKU3-©APMA»
AHAIN3 NO: JIN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: MNpu TemnepaTtype He Bbiwe 25°C.
Ne HaumeHoBaHue
il e Co— Tpe6oBaHus HY PesynbTaThl aHanusa
1. | ONUCAHUE BusyanbHbin. [BosikoBbINyKMbIe TabneTkn | [BOSIKOBbINYKNble  TabneTku AbnokoBnaHOMN
AONOKOBUAHOW  (DOPMbI,  NOKPLITbIE  NAEHOYHOIA OpMbI,  NMOKPbLITbIE  NNEHOYHOW  OBONOYKON
obonoykoi Genoro LBeTa, c rpaBupoBkoit «98» Ha | Genoro useTa, c rpaBupoBkon «98» Ha ofHOM
OJHOWI CTOPOHE 1 «J» Ha ApYroii. CTOPOHE 1 «J» Ha Apyro.
Ha nonepeuHom paspese BuaHbl aBa cnos: sppo | Ha nonepeyYHoMm paspese BUAHbI ABa Cros: A4PO
noyTn Genoro useta n obonoyka 6enoro LseTa. noyTtn Benoro usera u obonoyka 6enoro LgeTa.
2. | NOANMUHHOCTb B3XX. Bpems yaepXuBaHUA OCHOBHOrO nuKka Ha Bpems ypepxuBaHus OCHOBHOrO nuka Ha

Xpomarorpamme WUCNbITYEMOro pacTBopa  [AO0MKHO
COOTBETCTBOBaTbL BPEMEHW YAEPXWUBAHWUA OCHOBHOMO
Nka Ha XpomaTorpamme CTaHAapTHOro pacTeopa
(paspen «KonuuecrseHHoe onpeaenexuey).
Y®-cnektpochoTomeTpus. Y®-cnekTpbl nornowerns
UCNbLITYEMOro pacTeopa W CTaHAapTHOrO pacTeopa B
obnactu ot 200 40 400 HM AOMKHbI UMETH Makcumym
nornowexHus npu 234 + 2 Hm.

XpomaTtorpaMmme NCNbITYEMOro pacTBopa
CooTBETCTBYET BpeMeHun yAepXuBaHus
OCHOBHOro nuka Ha XpomaTorpamme
CTaHAapTHOro pacTeopa.

Y®-cnekTpbl nornowexus UCMbITYyEMOro
pacTeopa u cTtaHaapTHoro pactesopa B obnactu
or 200 po 400 HM umeloT MaKkCuMym
NornoLweHus npun 234 + 2 Hm.

3. | CPEOHAA MACCA re Po.
Ort 298,30 50 316,76 mr (307,53 mr + 3 %). 309,29 mr (+0,6%)
4. | PACTBOPEHUE e PO, YO-cnekrpogotomeTpus. (99%)
He meHee 80 % (Q) or 3asBNEHHOro konuuecTsa 100%
aTopukokcuba yepes 30 MUHYT. 99%
99%
99%
99%
98%
5. | POOCTBEHHbLIE B3XX.
NMPUMECHU Mpumecs H-ETCRCO1 — He Gonee 0,2 %: He oBHapyxeHo
npumecs H-ETCRCO2 - He 6onee 0,2 %; He o6HapyxeHo
€AVHUYHAA HeuAeHTUPUUNPOBaHHAs NPUMEch — He 0,02%
6onee 0,20 %;
Cymma npumecein — He 6onee 2,0 %. 0,05%
6. | BOOA e PO, Metoa K. ®uwepa. o
He Gonee 6,0 %. 1.6%
7. | OAHOPOOHOCTb F'® P®, cnoco6 2, BOXX.
AO3NPOBAHUA AV < 15 % (n = 10), ecnu ycnosue He BbINONHAETCH,
T0 AV < 15 % (n = 30), u ana 30/30 TabneTok AV.o= 2 8%
KONUYecTBeHHOE coaepxaHue AeiicTeyloLero 107 S,590
BeLLEeCTBa A0MKHO HaxoanTbCA B UHTepBane 0,75-M —
1,25'M.
8. | MMKPOBUOJITOMrM4YECKASA F'® PO, kateropus 3A.
YUCTOTA OBuee uncno aspobHbIX MUKPOOPraH3MoB He Gonee 5KOEB1Tr
10° KOE B 1 r (Mn);
ObLyee YNCIO APOXOKEBBIX 1 MAECHEBbIX rpuboB — He Meree 10 KOE B 11
Gonee 10 KOE B 1 r (mn);
Orcytcraue Escherichia coli B 1 1 (mn). He oBHapyxeHo
9. | KONMNWYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr ao 94,50 mr (ot 95,0 Ao 1050 % ot 90,25 mr
3aABNEHHOro konuyecTsa) B TabneTke. (100,3%)
10. | YDNAKOBKA Ipu npoussodcmee u/unu pacgpacoeke u ynakoeke Ha | [lpoussodcmeo, pacghacoeka u ynakoeka Ha
000 «MAKUN3-®APMA», Poccus 000 «MAKU3-®APMA», Poccusi
Mo 7, 10 unn 14 Tabnetok B KOHTYpHYIO AdeiikoBylo | Mo 10 Tabnetok B KOHTYPHOW AYEIiKOBOIA
ynakosky —u3 nneHkn TBX/MBOX u  chonbru | ynakoBke W3 nneHku NBX/NBOX v donbru
aniMUHUEBON NeYaTHO NakMpoOBaHHOW UMW B | aniOMUHUEBON nevyaTHON NakupoBaHHOW.
KOHTYPHYI0 ~ AYEWKOBYIO ~ YnakoBKYy U3  (honbry
XO0NoAHOro hopMoBaHUA (NBX-AntomuHnit-OMA)  un
honbru antoMUHMEBoN NneYaTHoik NakupoBaHHOW. Mo 1 KOHTYpHOI# AYenKkoBOIt ynakoBke BMecTe ¢
Mo 1, 2, 3 uUNKu 4 KOHTypHbIE AYEiKOBbIE YNakoBKM | WUHCTPyKUMEd MO  NpUMEHeHWo B nauky
BMECTE C WHCTpyKUMEei MO NPUMEHEHWI0 B nauky | KapTOHHYo.
KapTOHHYI0.
11. | MAPKUPOBKA Mepeu4Has ynakoeka lMepsuyHas ynakoeka
Ha koHmypHoi syelikosoli ynakoske (6nucmepe) Ha | Ha koHmypHolU  siyelikoeolii ynakoske Ha
pycckom A3bIKE yKasabigarom: TOProBoe | pycckom AA3bIKE yKasaHo: TOproeoe
HanmeHoBaHWe npenapata C nNpeAynpeauTenbHON | HaumeHoBaHue npenapara c

MapKkupoBkon ®; MexayHapogHoe HenaTeHTOBaHHOe

npeaynpeauTensHown MapKupoBKoOW ®;
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HaumeHoBaHue; NekapCTBeHHy opMy; A03UPOBKY;
HaUMEHOBaHME IOPUAMYECKOrO NULA, Ha UMSA
KOTOPOro BblAAHO PErMCTPaLMOHHOE YAOCTOBEPEHNE;
NoroTun KOMNaHuW, OCYLECTBRSIOWEN NPOABIKEHUE
NeKkapcTBEHHOro npenapara; HOMep cepuu; Aary
npoussoacTea (npu cacoske Ha OO0 «MAKWN3-
®APMA» paTy npousBoACTBa He HaHocAT); Aaarty
UCTEYeHns Cpoka rofHOCTY.

BmopuyHas ynakoeka

Ha kapmorHo(i nayke Ha pyccKoM si3bIKe yka3bigarom:
TOprosoe HaumeHoBaHue npenapara c
npeaynpeanTensHon MapKupoBKON ®;
MEXAYHapoOAHOE HenaTeHTOBaHHOE HauMEHOBaHMeE;
AO3NPOBKY; HaWMEHOBaHWE OPUANYECKOr0 nuua, Ha

ums KoToporo BblAaHo PErucTpaLmoHHoe
YAOCTOBEpEeHue, ero CTpaHy; Homep
perucTpaumoHHoro YAOCTOBEPEHUS; noroTun
KoMnaHuu, oCyLecTBRsioWe NPOABWXEHNE
NeKkapcTBEHHOro npenapara; HauMeHoBaHue

NPeAnpuUATUS-NPOU3BOAUTENA, ero  agpec  (npw
Npou3BOACTBE Ha 000 «MAKU3-OAPMA»
yKasblBalOT CTpaHy, [rOpoA); HaWMeHOBaHuWe u
coAepxkaHue AEencTBYyIOLEro BeLecTsa B OAHOW
Tabnetke, MOKPLITOW  NNEHOYHOM  0BONOYKON;
KOonuyectBO  TabneTok B ynakoBKe;,  yCNOBUS
XpaHeHus; cnocob NpUMEHeHWs; ycnoBus OTnycka;
npeaynpeautensHble  Haanucn  «MpuMeHsTb  no
HasHayeHuo Bpaya; «CoaepXut  nakTosbl
MOHOrMAPaT»; «XpaHuTb B HEAOCTYNHOM ANSA AeTeil
MecTe»; (papmakoTepaneBTUYeckyio rpynny; LUTPUX-
KOA, HOMep cepuu; AaTy nNpOM3BOACTBA (npw
npoussoactBe Ha OO0 «MAKWU3-®APMA» aaty
NPOU3BOACTBA HE HAHOCAT); AATy UCTEYEHUA Cpoka
rOAHOCTH.

Ha kapToHHylo nauky MoryT 6biTb HaHECeHb!

TeXHu4Yeckune (NPON3BOACTBEHHbIE) KOA bl
(rpadhuueckue, 6yKBEHHblE unu Luudposbie),
hapmkoga.

Ha kapmonHOU nawyke Ha aHenuilckoM s3bike
yKasbiealom: TOProBoe HauMeHoBaHWe npenapaTta ¢
npeaynpeauTenbHo MapKUPOBKOM ®;
MeXAyHapoAHOE HenaTeHTOBaHHOE HaUMEHOBaHueE;
[,03UPOBKY; (hapmakoTepanesTuleckylo  rpynny;
KONMYecTBO TabneTok B ynakoBke.

lpu npoussodcmee, ¢hacoeke u ynakoeke Ha OO0
«MAKN3-©®APMA»  pONONHUTENBHO ponyckaeTtcs
HaHeceHune cpeacTs naeHTudukaumum ans
MOHUTOPUHra ABUXEHUS fiekapCTBEHHbIX NPenapaTos,
B TOM uucrie rnobanbHoro MAEHTUMKALMOHHOMO
HOMepa TOProBOW EAWHUUbI U WHAMBWAYANbHOrO
CEpUAHOro HOMepa TOProBON EAUHULbI.

MeXAyHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHue; nekapcTeeHHas dopma;
AO3NPOBKA;  HaUMEHOBaHWE  OPUANYECKOTO
nuua, Ha nms KOTOpOro BblfaHO
perucTpauMoHHoe yAOCTOBEpEeHue, noroTun
KOMNaHuM, OCYLECTBNSIOWEN NPOABUXEHNE
NeKapCcTBEHHOrO npenapaTa; HOMEp Cepuu;
Aarta UCTeYeHUs CpoKa rogHOCTH.

BmopuyHas ynakoeka

Ha «kapmorHoiU nayke Ha pycckom si3bike
yKa3aHo: TOproBoe HauMeHoBaHWe npenapara ¢

npeAynpeauTensHoii MapKUpOBKON ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HauMEeHOBaHWe; [ 03UpOBKA; HaUMEHOBaHWe

IOPUAUYECKOTO LA, Ha UMSA KOTOPOro BbiAaHO
perncTpaunoHHoe ya0CTOBEPEHUe, ero CTpaHa;
HOMEp  perucTpaunoHHOrO  YAOCTOBEPEHUS:
norotun KomnaHum, OCYyLLECTBNSIOLLEN
NPOABMKEHNE  NIeKapCTBEHHOro  npenapara;
HaumeHoBaHue npeanpUATUS-NPON3BOANTENS,
€ro  CTpaHa, TrOpoA; HaWMEHOBaHWe ©
coAepxaHue AenCTBYIOLLEero BeWecTsa B 04HOA
TabneTtke, NOKPLITOA NAEHOYHON OBONOYKON:;
Konu4ecTBo Tabnetok B ynakoBKe;, yCnoBus

XpaHeHus; cnocob NPUMEHeHnn; ycnosus
OTNyCKa,; npeaynpeauTtenbHble Haanucu
«MpumeHsATL no Ha3Ha4eHuto Bpavay,

«CoaepxuT NakTo3bl MOHOrMAPaT»; «XpaHUTb B
HeAO0CTYNHOM ans neten MecTey;
hapmakoTepaneBTUYECKas rpynna; LUTPUX-KOA:
HOMep cepuu; AaTa UCTEYEHUS CPOKA FO4HOCTH.

Ha kapTOHHYI0 nauky HaHeceHbl TexHuYeckue
(Npon3BoACTBEHHbIE)  KOALI  (rpachuyeckue,
GykBeHHble U UMdpoBbIE), hapmkoa,.

Ha kapmoHHoU nayke Ha aHanulickom si3bike
yKa3aHo: TOproeoe HauMeHoBaHwe npenaparta ¢

npeaynpeauTenbHou MapK1UpoBKOW ®,
MexayHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHwue; L03UpOBKa;

¢hapmakoTepaneBTUYECKas rpynna; KONUYECTBO
TabneTok B ynakoBke.

lNpouseodcmeo, pacoexa u ynakoska Ha OO0
«MAKU3-®APMA» AONONHUTENBHO HaHECeHbI
CpeAcTBa WAEHTUUKALMM AN MOHUTOPUHra
ABWKEHUSA NeKapCTBEHHbIX Npenapartos, B TOM
yucne  rnoGanbHOro  UAEHTUMKALMOHHOMO
HoMepa TOProBoW eAVHULbI "
WHANBUAYaNbHOrO CEpUIAHOTO HoMepa TOproBoi
eANHULbI.

12. | CPOKTOQHOCTH

3roaa

CootBeTcTByeT

3aknoyeHue:

m’/\H/L(

CooTBetcTBYyeT TpeGoBanuam JM- OOWH n3m. Ne1, uam. Ne2
. A

HavyanbHuk OKK:

Hara Bbinycka OKK: «27» anpensi 2024 r.




