MACIOPT Ne 510/24 KK-006/308
y cTp. 1 M3 2
y 4\ OTAOEN KOHTPONA KAYECTBA
Ayl Jluyer3susi Ne 00205-/1C om 15.02.2021 2.
MAKMNIDAPMA HAUMEHOBAHUE Honokokc® TabneTkn, NOKPbITbIE NSIEHOYHON 0BGONOYKON,

MPENAPATA: 60 mr

109029, r. M .

bioc Ml HOMEP CEPUM: D02030624

npoess, A.6, OATA NPOU3BONCTBA: 18.06.2024

b et rOAQEH [0: 30.06.2027

cTpoeHve 8. OBBbEM CEPUU: 47 499 yn. Ne10

Ten.: (495) 981-00-88 AHAHM3 no: nn'006935'1 30421 3y "3M. N91, N92
XPAHEHUE: MNpu TemnepaTtype He Bbilwe 25°C.

:? Hanuozgg:;;r;ue TpeGoBanusa HA Pe3synbTathbl aHanusa

n

1| ONUCARKE

BusyanbHbii. [IBOSKOBbINyknble Tabnetkn s6MOKOBULHON
(opMbI, NOKPbLITbIE MAEHOYMHON OBONOMKON Ccepo-ronyboro
uBeTa, C rpaBMpoBKON «97» Ha OQHON CTOPOHE U «J» Ha
APYron.

Ha nonepeuHom paspese BWAHbI ABa Cnosi: AP0 NOMTH
6enoro LeTa n obonouka cepo-ronyboro usera.

[soskoBbINyknble Tabnetkn SONOKOBUAHONW (HOPMBI,
NOKPLITbIE  MAEHOYHON  Oobonoykow  cepo-rony6oro
LBeTa, C rpaBUpOBKO «97» Ha OAHOWM CTOPOHE U «J» Ha
APYrow.

Ha nonepeyHom paspese BUAHbI ABA COS: SAPO NOYTH
6enoro LpeTa un obonoyka cepo-rony6oro usera.

2.| NOANUHHOCTbL B3XX. Bpems yaepxuBaHuUs OCHOBHOTO nWka Ha | Bpems yAEPXUBAHUS OCHOBHOIO nuka Ha
Xxpomarorpamme UCMbITYEMOro pacTtsopa AOIMKHO | XpoMmarorpaMme UCMbITYeMOro pacTBopa COOTBETCTBYET
COOTBETCTBOBATb BPEMEHU YyAEPXVUBAHWA OCHOBHOMO NKA HA | BPEMEHU  YAEPXWBaHWA  OCHOBHOrO NMKa  Ha
Xpomarorpamme CTaHaapTHOro pacteopa (paspen | xpomartorpamme CTaHAapTHOrO pactBopa  (pasapen
«KonuyectBeHHOe onpeaeneHue»). «KonuuecTtBeHHOe onpeseneHue»).
Y®-cnekrpocoTomMeTpus. Y®-cnekTpb! nornoleHus | Y®-CnekTpbl MOrNOLIEHWUs WUCMbITYeMOro pactsopa M

MCMbITYEMOro pacTeopa U CTaH4apTHOro pactsopa B obnactu
ot 200 7,0 400 HM AOMKHBI UMETb MAKCUMYM NOTTOLEHUS NPU
234 £ 2 HMm.

cTaHaapTHOro pacteopa B obnactu or 200 go 400 Hm
VMEKT MakCUMyM NOrMoLEeHUA Npu 234 + 2 HM.

3.| CPEOHAA MACCA

ro Po.
OT 196,82 00 213,22 mr (205,02 Mr + 4 %).

206,60 mr (+0,8%)

4. PACTBOPEHME F'® PO, YO-cnekTpodoToMeTpUS. (105%)
He MeHee 80 % (Q) oOT 3afBNEHHOrO KOMWYECTBa 107%
3TOpUKOKCcMba Yepes 30 MURYT. 106%
104%
103%
105%
104%
5. POOCTBEHHbIE B3XX.
NPUMECH Mpumecs H-ETCRCO1 — He 6onee 0,2 %,; He obHapyxeHo
npumeck H-ETCRCO02 — He 6onee 0,2 %; He obHapyxeHo
eIMHNYHasA HeuaeHTUUUMPOBaHHas npuMecs — He 6Gonee 0,09%
0,20 %;
cymma npumecein — He 6onee 2,0 %. 0,21%
6. BOOA ' PO, metoa K. ®uwepa.
He 6onee 6,0 %. 1,6%
7.| OBHOPOAHOCTbL F'® P®, cnocob 2.
AO3UPOBAHUA AV £ 15 % (n = 10), ecnu ycnoBue He BbINONHAETCA, To AV <
15 % (n = 30), u ana 30/30 TabneTtok KONUYECTBEHHOE AV10=5,5%
CofiepXaHne [eiCTBYIOLEero BELEeCTBa AOMKHO HAaXOAUTLCS B
uHTepsane 0,75-M — 1,25-M.
8. MMKPOBUONOIMMYECKAA | F'®d P, kateropus 3A.
YUCTOTA Oblwee uncno aspobHbIX MUKPOOPraHW3MoB He Gonee 10° 5KOEB1T

KOE B 1 1 (mn);
Obuiee 4nCno APOXOKEBLIX U NNECHEBbIX rpuboB — He Gonee
102 KOE B 1 r (Mn);

Menee 10 KOEB 1T

OrtcytcTBue Escherichia coli B 11 (mn). He obHapyxeHo
9.| KONUYECTBEHHOE B3XX.
ONPEQENEHUE Ot 57,00 mr o 63,00 mr (ot 95,0 ao 105,0 % OT 3aABNEHHOrO 57,69 mr
KonuyecTtsa) B TabneTke. (96,2%)

10| YNAKOBKA

lpu npouseodcmee u/unu pacgacoske u ynakoeke Ha OO0
«MAKN3-©APMA», Poccus

Mo 7, 10 unun 14 TabneTok B KOHTYPHYIO SYEVKOBYIO YMaKOBKY
13 nnexkn MNBX/MBAOX v ¢onbru anioMUHUEBON NEYaTHoOM
NakNpOBaHHON WNWU B KOHTYPHYIO SYEMKOBYIO YNakoBKy W3
¢onbru xonogHoro copmosanus (MBX-AntomuHunin-OlMA) n
¢onbrv antoMUHUEBOI NEYaTHON NaKUPOBaHHON.

Mo 1, 2, 3 unn 4 KOHTypHble AYElKOBbIE YNaKoBKU BMECTE C
MHCTPYKLMEN NO NPUMEHEHUIO B NaYKy KAPTOHHYIO.

lpou3ssodcmeo, pacgpacoska u ynakogka Ha OOO
MAKU3-©®APMA», Poccus

Mo 10 TabneTok B KOHTYPHYIO SYEIKOBYIO YNaKOBKY W3
nneHkn NMBX/MBAOX u donbr antoMUHUEBOW nevaTHon
NakupoBaHHOW.

Mo 1 KOHTypHOWW SIYEWKOBOW YyNaKkoBKE BMeECTe C
MHCTPYKUMEN NO NPUMEHEHMIO B NaYKy 13 KapTOHa.

11| MAPKPOBKA

MepBuyHas ynakoBka

Ha KOoHTypHOI siueikoBoit ynakoske (B6nucrtepe) Ha pycckom
A3bIKE YKasblBalOT: TOProBOe HaWMeHOBaHWe npenapara ¢
npeaynpeauTenbHON  MapkupoBkon ®;  MexayHapoaHoe
HenaTeHTOBaHHOE HaMMEHOBaHWE; NeKapCTBEHHY G opmy;
AO3UPOBKY; HaMEHOBaHWE PUANYECKOrO NWUA, Ha UMS
KOTOPOro BbiAaHO PerucTpaLmoHHoe ya0CTOBEPEHUE; NoroTun
KOMNaHuK, OCYLLECTBNAIOLEN NPOABMKEHNE NEKapCTBEHHOMO
npenapara, Homep cepuu; AaTty NpousBoacTea (Npu acoske
Ha 000 «MAKN3-©APMA» faTy Npou3BOACTBA HE HAHOCHAT);
AaTy UCTEYEHUSA CPOKa FOAHOCTU.

BTopuuHas ynakoBka

Ha kapmoHHOU nayke Ha pycCKOM S3blKe yKa3bigarom:
TOproBoe HauMmeHoBaHWe npenapara ¢ npeaynpeavuTenbHO
MapkMposkon  ®;  MexayHapoAHOe  HenaTeHTOBaHHOe

MepBuyHan ynakoBka

Ha KOHTypHOW sueiikoBon ynakoske (6nuctepe) Ha
PYCCKOM A3blk€ YyKa3aHO: TOProBoe HauMeHOBaHue
npenapara c npeaynpeauTensHON MapkupoBkon ®;
MEXAyHapOAHOe HenareHTOBaHHOE HauMeHOBaHue;
nekapcTBeHHas opma; [AO03UMPOBKA; HaMMeHOBaHWe
IOPUANYECKOrO NUua, Ha WMS  KOTOPOro  BbIAAHO
perucTpaumnoHHoe yAOCTOBEPEHUE; NOrOTUN KOMNaHuK,
OCYLUECTBMAWENA  NPOABWKEHUE  NEKapCTBEHHOrO
npenapara; HOMep cepuw; aara npous3BoAcTBa, AaTa
MCTEYEHUA CPoKa rofHOCTH.

BTropuuHas ynakoBka
Ha kapmoHHOU nayke Ha pyCcCKOM $3blKe yKa3aHo:
TOprosoe HauMeHoBaHne npenapara c
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MAKMU3DAPMA

109029, r. Mockea
ABTOMOGUNbHbIN
npoesa, 4.6,
CTpoeHue 4,
CTpoeHue 6,
cTpoeHue 8.

Ten.: (495) 981-00-88

MACTIOPT Ne 510/24

KK-006/398

CTp. 2 U3 2

OTAEN KOHTPONA KAYECTBA
Jluyen3usi Ne 00205-/1C om 15.02.2021 2.

HAUMMEHOBAHUE Honokokc® TabneTku, NOKpPbITbIE NIEHOYHON 060NOYKON,
NMPENAPATA: 60 mr

HOMEP CEPWUMN: D02030624

OATA NPOU3BOOCTBA: 18.06.2024

rOAEH O0: 30.06.2027

OBbEM CEPUU:

47 499 yn. Ne10

AHANK3 NO:

JIN-006935-130421, uam. Ne1, Ne2

XPAHEHUE:

lNpu TemnepaTtype He Bbiwe 25°C.

HauMeHOBaHWe; AO03UPOBKY; HaUMEHOBAHUE HOPUANHECKOrO
nMua, Ha  MMA  KOTOPOrO  BbIA2HO  PErucTpPaLmoHHOE
YAOCTOBEpPEHME, €ro CTpaHy; HOMEp pPerucTpauroHHOro
YAOCTOBEPEHUSA;, NOroTMN  KOMMaHUM,  OCYLLECTBASIOLLEN
NPOABMXEHNE NEeKapCTBEHHOrO npenapara; HauMeHOoBaHue
NpeanpuUsATUA-NPOM3BOAUTENS, €ro aapec (NpU NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» ykasblBaloT CTpaHy, ropoa);
HauMeHOBaHWe 1 coaepXaHue [AEeNCTBYKLLEro BellecTsa B
OaHOM  TabrneTtke, MOKPLITOW  MIEHOMHON  OBONOMKOA;
KONMMYeCTBO TabneTok B YNaKoBKE; YCMOBUS XPaHEeHUs:;
Cnocob NpUMeHeHUs; yCroBusi OTNYCKa; NpeaynpeanTenbHbIe
Hagnucn «MpuUMeHsTb NO HasHaueHuio Bpayay; «Coaepxut
NaKTo3bl MOHOrUAPATY; «XPaHUTb B HEAOCTYNHOM Ans AeTen
MecTe»; (hapmakoTepaneBTUYECKYl0 Tpynny; LWTPUX-KOA;
HOMep cepwuu; AaTy MpousBoACTBa (Npu NPOVM3BOACTBE Ha
000 «MAKU3-®APMA» aaTy npow3BOACTBA HE HaHOCHT);
AaTy UCTEYEeHUs CpoKa rOAHOCTU.

Ha KapTOHHYI0 nayky MOryT ObiTb HaHECEHbl TEeXHW4Yeckue
(nponsBoacTBeHHbIE) Koabl (rpaduyeckue, GyKBEHHble WK
uncposble), hapmkos.

Ha kapmoHHoU nayke Ha aHenulickoM Si3biKe yKa3blearom:
TOProBOE HaWMeHOBaHWe npenaparta C npeaynpeauTenbHON
MapKkuposkon  ®;  MeXAyHapoAHOe  HenaTeHTOBaHHOe
HauMeHoBaHue,  A03NMPOBKY;  (hbapmakoTepaneBTUYECKYHO
rpynny; Konu4ecTBo TabneTok B ynakoeke.

lMpu npoussodcmee, ¢hacoske u ynakoeke Ha OO0 «MAKU-
®APMA» BONOMNHUTENBHO AOMYCKAETCA HaHeceHwWe CpeacTs
naeHTudurkaumm ans MOHUTOPUHra ABUXEHUS
NeKapCTBEHHbIX npenapatos, B TOM uucrne rnobansHoro
MOEHTU(PUKALIMOHHOTO  HOMEepa TOProBOM  EAWMHULBI W
MHAMBUAYaNbHOTO CEPUNHONO HOMEpa TOPTroBOW e4NHULbI.

npeaynpeauTensHon Mapkuposkoi ®; MexayHapoaHoe
HenaTeHTOBaHHOe HanMeHoBaHue; 03UPOBKa;
HalMeHOBaHWe KPUANYECKOro N, Ha UMS KOTOPOro
BbIJGHO  PEruCTPauUMOHHOE  YAOCTOBEPEHME,  €ro
CTpaHa;, HOMep PerucTpaLMoHHOrO YAOCTOBEPEHUS;
NOroTun KOMMaHWW, OCYLLECTBNSIOWEN NPOABUKEHNE
NeKkapCcTBEHHOrO npenapara; HauMeHoBaHue
npeanpusaTUa-Npou3BoauTens, ero agpec (cTpaHa,
ropoa); HauMEHOBaHUE W COLEPXaHUe AEMCTBYIOLLEro
BELECTBA B OAHOW TabrieTke, MOKPLITON MMEHOYHON
06O0MOYKOIA; KONMYECTBO TABNETOK B yNaKoBKe; yCroBUs
XpaHeHns; cnocob NPUMEHEHWs; YCMOBUS OTNyCKa;
npeaynpeauTtensHble  Haanucu  «MpuMeHsTs  no
Ha3Ha4eHuIo Bpaua; «CopepxuT NaKTo3bl
MOHOrMapar»;, «XpaHuTb B HEJOCTYNMHOM ANsi AeTen
MecTe»; (bapmakoTepaneBTUYeckasl rpynna; LWTpux-
KOA; HOMEp Cepuu; Aarta UCTEYEHUS CPOKA FOQHOCTU.
Ha KapToHHYyld nauky HaHeceHbl  TexXHUYeckue
(npousBoacTBEHHbIE) KOAbl (rpaduueckue, ByKBeHHbIe
1 ungpposeble), hapmkoa.

Ha kapmoHHoU na4yke Ha aHanulckoM Si3bike yKasaHo:
TOproBoe HauMeHoBaHue npenapara c
NpeAynpeAnTeNbHON MapkupoBkoi ®; MexayHapoaHoe
HenaTeHToBaHHOe HanMmeHoBaHue; [l031pOBKa;
hapmakoTepaneBTuyeckas rpynna; KONU4eCTBO
TabneTok B ynakoBke.

lpu npoussodcmee, ¢pacoske u ynakoske Ha OO0
«MAKU3-©APMA» A ONOSNHUTENBHO HaHeCeHb!
CpeacTBa  uaeHTUMMKaUMM  ANS  MOHUTOPWHra
ABWKEHUS| NEKapCTBEHHbIX Npenapartos, B TOM 4ucne
rnobanbHOro UAeHTUMUKALMOHHOrO HOMEpa TOProBO
€AVHWULI U WHAVMBUAYaNbHOrO CEPUNHOTO HOMepa
TOProBOW €AUHULIbI.

12| CPOK'OAHOCTH

3roga

.. CoortseTtcTBYET

T >\\

3aknroyeHue:

HayanbHuk OKK:

Bonkosa O.B.

Harta Bbinycka OKK: «26» aBrycta 2024 r.




