MACMOPT Ne 484/25 bl pl ]
cTp. 1 M3 2
!& OTAEN KOHTPONA KAYECTBA
TNuvueH3un Ne J1012-00102-77/00010585
MAKMIDAPMA HAMMEHOBAHUE Donokxokc®
NMPENAPATA: TabneTku, NOKPbITbIe NIEHOYHOW 06GONOoUKOMH, 60 Mr
109029, r. Mocksa .
ABTOMOGHILHLIT HOMEP CEPUW: DO2010425
npoezap, A.6, DATA NPOU3BOLOCTBA: 17.04.2025
ey rOAEH A0: 30.04.2028
CcTpoeHue 8. OBbEM CEPUN: 48 171 yn. Ne10
Ten.: (495) 981-00-88 AHANU3 NO: NN-006935-130421, u3am. Ne1, Ne2
XPAHEHUE; Mpu Temnepartype He Bbilwe 25°C.
:‘;’ Hz’:;:::;;’;"e TpeGoBanua HO PesynbTaTbl aHanusa
n
1. | ONUCAHUE BusyanbHblil. [sosikoBbinyknbie Tabnetkm sbnokosuaHoi | [BoskoBbiNyknbie Tabnetkn a6nokosuaHoW HOPMEI,
hOpMBI, NOKPLITLIE NNEHOMHOW OBDOMNOMKOA Cepo-rony6oro | NOKPLITEIE  NNEHOMHON  oBonodkoi  cepo-ronyGoro
LBETa, C rpaBupoBKON «97» Ha OQHON CTOPOHE W «J» Ha | UBETA, C rpaBMpOBKOA «97» HA OAHOW CTOPOHE U «J» Ha
ApYyrow. LPYrou.
Ha nonepeuHom paspese BWAHbI ABa CNOS: A4pPO nodTv | Ha nonepeuHom paspese BUAHLI ABa CNOS: SAPO NOMTH
6enoro 1seTa u obonouka cepo-ronyboro LgeTa. 6enoro useTta n obornodka cepo-ronyboro Lseta.
2. | NOANNHHOCTb B3XX. Bpems ynepkuBaHus  OCHOBHOrO nuka Ha | Bpems yAepxKMBaHUs OCHOBHOTO  MUKa Ha
Xpomarorpamme MCNLITYEMOro pactsopa LOMKHO | XpomatorpaMmme UCHbLITYEMOro pacTsopa CoOTBETCTBYET
COOTBETCTBOBATL BPEMEHU YAEPHKUBAHMA OCHOBHOTO MUKa Ha | BPEMEHN  YAEPXWUBAHMA  OCHOBHOFO  Nuka  Ha
xpomarorpamme CTaHAapPTHOro pactsopa (pasgen | xpomarorpamMme CTaHAapTHOTO pacTsopa (pasgen
«KonuuecTBeHHOE OnpeaeneHne»). «KonuvecTteeHHOe onpeaeneHves).
Y®-cnektpocoTomeTpua. Y®-criextpbl NOrNOLLEHUA | YP-CneKkTpbl NOMMOWEHUA MUCNLITYEMOro pacTeopa u
MCNBITYEMOIO pacTeopa U CTaHAAPTHOrO PacTeopa B 06nacti | cTaHaapTHOro pacteopa B obnactu ot 200 Ao 400 Hm
o1 200 20 400 HM AOMIKHBI UMETH MAKCUMYM MOITIOWLEHUS MPU | UMEIOT MAKCUMYM MOITOLIeHUA npy 234 + 2 HM.
234 + 2 M.
3. | CPEAHAA MACCA o Po.
OT1 196,82 10 213,22 mr (205,02 mr + 4 %). 206,82 mr (+0,9%)
PACTBOPEHUE ' PO, Y®-cnekTpocoToMeTpus. (98%)
He meHee 80 % (Q) or 3assneHHoro Konuyectsa 98%
‘sTopukokcuba yepes 30 MURYT. 100%
97%
99%
95%
101%
5. | POACTBEHHBLIE B3XX.
NMPUMECHU Npumecsk H-ETCRCO1 ~ He 6onee 0,2 %; He o6HapyxeHOo
npumecb H-ETCRCO02 — He 6onee 0,2 %; He obHapymeHo
€AUHNYHAA HewaeHTUUUMpOBaHHan npumecb — He Gonee 0,05%
0,20 %;
cyMma npumecen — He Gonee 2,0 %. 0,13%
BOOA F® PO, metoa K. Duwepa.
He 6onee 6,0 %. 2,1%
OOHOPOAHOCTb e PO, cnocob 2.
AO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnosne He BbINOMHSETCS, TO AV <
16 % (n = 30), n ans 30/30 Tabnerok KONMUYECTBEHHOE AVio=4,7%
coaepaHne AeiCTBYIOWEro BELEeCTBa AOIKHO HaxoanTbLCA B
uwHTepsane 0,75-M — 1,25-M.
8. | MUKPOBUOJIOTUYECKAA | I'd P, kateropusa 3A.
YUCTOTA O6lwee uncnio aspobHLIX MUKpOOpraHusmoe He Gonee 10° 25KOEB1T
KOE B 1 1 {mn);
Ob6Lee uncno ApoOXCKEBLIX U NNnecHesbIX rpubos — He Gonee MeHee 10KOEB 1T
102 KOE B 1 r (Mn);
| OTtcyTtcrBue Escherichia coli B 1 r (mn). He obHapyxeHo
9, | KONUYECTBEHHOE B3XX.
ONPEAENEHUE OT1 57,00 mr a0 63,00 mr (o1 95,0 8o 105,0 % OT 3asBNEHHOrO 60,40 mr
KOnM4ecTea) B Tabnetke. (100,6%)
10.| YNAKOBKA IMpu npoussodcmse u/unu pacchacoske u ynaxkoeke Ha OO0 | [poussodcmeo, pacghacoseka u ynakoeka Ha OO0
«MAKU3-@APMA», Poccusi MAKU3-©APMA», Poccusi
Mo 7, 10 unun 14 TabneTok B KOHTYPHYIO AYEKOBYIO ynakoBky | Mo 10 Tabnetok B KOHTYPHYIO A4EVKOBYIO YNAKOBKY U3
13 nneHk NBX/NBOX v donerv aniomvHnesoll nevarHoi | nnenku NMBX/MBOX n ¢onbrv anoMMHUEBON NeYaTHowh
fIAaKMPOBAHHON WNW B KOHTYPHYIO SAYEWKOBYIO YNAKOBKY W3 | FNaKMPOBAHHON.
donbrn xonoaHoro dopmosanus (MNBX-AnioMuHUA-OMA) n
oMb antOMUHUEBOW HEYATHON NaKUPOBAHHOMN.
Mo 1, 2, 3 wKn 4 KOHTYpHBIE AYENKOBbIE ynakoskn BmMecTe ¢ | Mo 1 KOHTYpHOW suelikoBOW YMakoBKE BMECTe C
MHCTPYKLMEN NO NPUMEHEHUIO B NaYKY KAPTOHHYIO. MHCTPYKUMEN NO NPUMEHEHWIO B NaYKy U3 KapToHa.
11.| MAPKUPOBKA MepBnuxan ynakoska MNepBuynas ynakoska

Ha KOHTypHOI AYEKOBOWA ynakoBke (OnucTepe) Ha pycckom
f3blke YKasblBAIOT: TOPrOBOE HaMMEHOBaHWEe npenapara c
npeaynpeanTensHOi  Mapkuposkon  ®;  MexxayHaponHoe
HEMAaTEHTOBAHHOE HAWMEHOBaHUE; FNEKapCTBEeHHYI dopmy;
JO03VPOBKY; HaMMEHOBAaHMe OPUANMECKOTO NMUA, Ha UMSs
KOTOPOTO BblAAHO PErMCTPALIMOHHOE YAOCTOBEPERME; NOTOTUN
KOMMaHWW, OCYLIECTBNAIOWENH NPOABUXEHNE NEKapCTBEHHOFO
npenapara; HoMep CepuM; garty Npou3BoacTBa (Npu acoske
Ha OO0 «MAKU3-PAPMA» aaTy NpoOM3BOACTBA HE HAHOCAT);
AaTy KCTEYEHUSA CPOKa FOAHOCTU.

BropuyHas ynakoBka

Ha xapmoHHOU nauyke Ha pYCCKOM S3blKe yKa3blearom:
TOProBoe HaWMEeHOBaHWe Npenapara C NpeaynpeauTesibHON
MapkupoBko  ®;  MeXAYHapOAHOE  HEenareHTOBaHHOE

Ha KOHTYpHOI s4eikoBO ynakoeke (6nuctepe) Ha
PYCCKOM f3blke YKasaHO. TOProBoe HaWMeHOBaHue
npenapara ¢ npegynpeauTensHON MapKupoBkon ®;
MeXZAYHapofHOe HEenaTeHTOBaHHOE HaWMEHOBaHue;
nekapcTBeHHas (hopMa; JO3UPOBKA; HaMMeHOBaHWe
IOPUMANMECKOTO MULA, HAa WMS KOTOPOro  BbiAaHO
PerncTpaLuoHHOe YAOCTOBEPEHNE; fTIOroTUN KOMNaHuK,
OCYLIECTBNSAIOILEN  TNPOABWKEHUE  NEKAPCTBEHHOTO
npenapara; HOMep cepuu; aara npou3BOACTBA, Jara
MCTEYEHUN CpoKa FOAHOCTU.

BropuyHas ynakoBka
Ha xapmonHOU nayke Ha pyCcCKOM S3bIKE YKa3aHo:
TOProBOE HanMeHOBaHNe npenapara c
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HAMMEHOBAHUE JAonokokc®
NMPEMAPATA: TabneTku, NOKPbITbie NEHOYHON 060n0UYKoM, 60 Mr
HOMEP CEPUM; D02010425
OATA NPON3BOOCTBA: 17.04.2025
| FTOAEH A0: 30.04.2028
OBBLEM CEPUN: 48 171 yn. Ne10
AHANNU3 NO: NN-006935-130421, uam. Ne1, Ne2
XPAHEHUE: MNpu TemnepaTtype He Bbile 25°C.

HanMeHoOBaHue; AO03UPOBKY, HauMeHOBaHWe PUANYECKOTO

nMua, Ha  MMSE KOTOPOrO  BbIAAHO  PErucTPaLMOHHOE
YAOCTOBEPEHME, €ro - CTpaHy; HOMEep PerncTpaLuoHHOTO
YAOCTOBEPEHUS;, FOTOTUM  KOMNaHWM,  OCYLLECTBASIOLEl

NPOABMXEHNE JIEKapCTBEHHOrO Mpenapara; HauMeHoBaHue
npeaAnpuATUS-NPOU3BOAUTENSA, €F0 agpec (Npy NPoOM3BOACTBE
Ha OO0 <«MAKUB-®APMA>» - yKkasbiBaloT CTpaHy, FOpOA);
HauMeHOoBaHMe U CoAepXaHue LedCTBYILEro BelecTBa B
OfHOW TabneTke, MOKPLITOA  NAEHOYHON  OBOMOMKON;
KONMYECTBO TabneTok B YMAKOBKE; YCNOBUA XPaHeHus;
cnocod NPUMEHEeHUS; YCNoBUA OTNYCKa; NpesynpeauTenbHble
Hagnuen «MpUMEHATb NO HasHaYeHUIo Bpauda»; «Coaepxut
NaKTO3bl MOHOMMAPATY; «XpaHUTb B HEAOCTYNHOM Ans AeTer
MecTe»; papMakoTepaneBTUHECKYI0 [pynny; LWITPUX-KOA;
HOMEp cepuu; garty Npou3BOACTBA (MPU NPOU3BOACTBE Ha
000 «MAKU3-PAPMA» aaTy npousBOACTBa HE HAHOCHAT);
AaTy UCTEYEHNsA CPOKa rOAHOCTY.

Ha kapToHHyi0 nauky MoryT 6biTb HaHeceHbl TexHudeckue
(Npou3BOACTBEHHLIE) KOAbl (rpadudeckne, GykBeHHble WNK
uncdposeie), hapmkoa.

Ha xapmonHoi nayke Ha aHenuilckom si3bike yKa3sbigaiom:
TOProBOE HaMMEHOBAaHWE npenapara ¢ npeaynpeanuTenbHOR
mapkuposko  ®;  MexayHapoaHoe — HenaTeHTOBaHHOe
HauMeHOBaHWe;,  JO03MpOBKY;  (hapMakoTepaneBTU4ecKylo
rpynny; KONM4YeCTBO TabneTok B yrakoBke.

Mpu npoussodcmee, ¢hacoske u ynaxkoske Ha OO0 «MAKU-
GAPMA» RONOMHUTENLHO AOMYCK2ETCH HAHECEeHUe CpeacTs
naeHTuKKaLmn ans MOHUTOpUHra ABWKEHMA
NEKapCcTBEHHLIX Npenaparos, -B TOM uucne mobansHoro
WAEHTUMDUKALMOHHOIO HOMEpAa TOProBOW  eAuHWUbL  #

npeaynpeauTenbHON MapkupoBKOi ®; MexayHapoaHoe
HenaTeHTOBaHHoe HauMeHOBaHMe; L O3NPOBKA;
HauMeHOBaHWe IOPUANYECKOTO NUA, Ha UMA KOTOPOro
BbIJAHO  perucTpauuoHHoe  YAOCTOBEpeHue, ero
CTpaHa; HOMep pPerucTpaLMOHHOMO YAOCTOBEPEHMS;
NOroTAN KOMNaHWW, OCYLLECTBNAIOWEN NPOABWKEHNE
nexapcTBEHHOrO npenapara; HauMeHOoBaHue
npeanpuUsTUS-NpouseoauTens, ero agpec (cTpaHa,
ropoa), HauMeHoBaHUe M CoaepXaHue AelicTByIoLEero
BELIECTBA B OfHOW TabneTke, MOKPLITOA NNEHOYHON
0BONOMKOM; KONUYECTBO TABNETOK B YNAKOBKE; YCNOBUS
XpaHeHWs; Cnocob NPUMEHEHWs; YCNOBUSI OTMNYCKa,
npeaynpeautensHble  Haanucu  «Tlpumenats  no
Ha3HaYeHWIo Bpauay,; «Copepxut NaKTo3bl
MOHOMMAPAT»; «XpaHuTb B HEAOCTYNHOM ANA AeTen
mMecTe»; papMakoTepanesTudeckass rpynna; LTpux-
KOZA,; HOMEp Cepuu; AaTa UCTEYEHNS CPOKA FOfHOCTH.
Ha «kapTOHHYlO nauky HaHeceHbl TexHuyeckue
(npousBoaCTBEHHbIE) koAbl (rpatuyeckue, GyKBEHHbIE
1 uncposble), hapmkon,.

Ha kapmoHHoOU nayke Ha aHanulicKoM s3bike yKal3aHo:
TOprosoe HaumeHoBaHne npenapara c
npeaynpeanTernbHOi MapKUPOBKOA ®; MexayHapoaHoe
HenaTeHToBaHHoe HaUMEHOBaHVE; L03UPOBKA;
hapmakoTepaneBsTM4HecKas Tpynna; KONM4eCcTBO
TabneTok B ynakoske.

lMpu npoussodcmee, ¢hacoske u ynakoske Ha QOO
«MAKU3-OAPMA» AOMNONHUTENBHO HaHeceHs!
CpeAcTBa  uAeHTMdMKaUMWM  ANS  MOHUTOPMHIa
[ABWKEHWA NeKapcTBeHHbIX NpenapaTos, B TOM uucne
rnoGanbHOro MAEHTUMUKALIMOHHOrO HOMepa TOProsomn

MHAMBUAYANLHOrO CEPUNHONO HOMEpa TOProBoN eAnHULbI. eAVHULUbl W WHAMBUAYANMLHOTO CEPUMHOFO HoMepa
TOPTroOBOW €ANHULIbI.
12.| CPOKIrogHOCTU 3roga CootBeTcTBYET
T T
3awiouehue: CootBetcTByeT TpeGOBaHMS wﬁ,ﬁ\/gﬁim:g\ 1, u3m. Ne1, Ne2

HavanbHuk OKK:

Data Bbinycka OKK: «22» masa 2025 r.
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