NACHOPT Ne 197/24 KK-006/308
cTp. 1 U3 2
OTAEN KOHTPONSA KAYECTBA
JluyeH3ust Ne 00205-71C om 15.02.2021 a.
RAKMBBAPMA HAUMEHOBAHUE Nonokokc® TabneTku, NOKPbITbIE NNEHOYHOH 0BONOYKOM,
MPENAPATA: 60 mr
109029, r. M A
ABTOMwLnbgi:(;a HOMEP CEPUMU: D02020324
npoeag, 4.6, OATA NPOU3BOOCTBA: 22.03.2024
by rOfEH O0: 31.03.2027
cTpoetue 8. OBbEM CEPUN: 48 470 yn. Ne10
Ten.: (495) 981-00-88 AHANW3 MO: NN-006935-130421, uam. Ne1, Ne2
XPAHEHUE: MNpu TemnepaType He Bbllwe 25°C.

:7 Hi::x:::;aﬂr;ue Tpe6oBanusa HA Pe3ynbraThl aHanusa
n
1. ONUCAHUE BusyanbHbii. [1BOSKOBLINYKNble Tabnetkn sOnokoBuaHON | [IBOAKOBbINYKMble TabneTkn s6NOKOBUAHON (OPMBI,

OopMbl, MOKPbLITbIE MNEHOYHOW OBONOYKON Ccepo-ronyboro
uBeTa, C rpaBMpoBkon «97» Ha OQHOW CTOPOHE W «J» Ha
Apyron.

Ha nonepeyHoMm paspese BuAHbI ABa CNOA: AAPO MOYTU
6enoro useta 1 obonoyka cepo-rony6oro LpeTa.

NOKPbITbIE  MNEHOYHOW  O0BOonoudKoi  cepo-ronyboro
uBeTa, C rpaBupoBKON «97» Ha OAHON CTOPOHE U «J» Ha
ApYroi.

Ha nonepeuyHom paspese BUAHbI ABa CMNOS: AAPO NOYTM
6enoro useta u obonoyka cepo-rony6oro usera.

2.| NOANUHHOCTb B3XX. Bpems yaepiuBaHWS OCHOBHOrO nuka Ha | Bpems yAepXuUBaHUS OCHOBHOIO nuka Ha
Xpomartorpamme MCNbITYyEMOro pactsopa AOMKHO | XpomarorpaMme UCMbITYEMOro pacTBopa COOTBETCTBYET
COOTBETCTBOBATbL BPEMEHU YAEPXUBAHWA OCHOBHOMO NUKa Ha | BPEMEHW  YAEPXKMBAHUA  OCHOBHOTO MuKa  Ha
xpomarorpamme CTaHAapTHOro pacTteBopa (pasgen | xpomartorpaMme CTaHaapTHOro pacTBopa (pasaen
«KonuuyectseHHOe onpesenenue). «KonnuyectBeHHOe onpeaenexme).
Y®-cnekTpodoTomeTpus. Y®-cnekTpbl nornoieHus | Y®-cnekTpbl MNOrMOLWEHUS UCMLITYEMOro pactBopa u

MCNbITYEMOro pacTsopa v CTaHAaapTHOro pacrtesopa B obnactu
o1 200 A0 400 HM JOMKHLI UMETb MAKCUMYM MOrMNOLLEHUs NpU
234 £ 2 HMm.

cTaHaapTHoro pacteopa B obnactu ot 200 fo 400 Hm
MMEIT MaKCUMYM NOTrMOLEHUs Npu 234 + 2 HM.

3| CPEQHAA MACCA

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

206,42 wr (+0,7%)

4. PACTBOPEHWE

F'® PO, YO-cnekTpodoTOMETpUS.
He wmeHee 80 % (Q) or 3asBneHHoro
3Topukokcmba yepes 30 MUHYT.

KonuyecTea

(97%)
95%
98%
98%
95%
98%
98%

5.| POACTBEHHbIE

B3XX.

NMPUMECH Mpumecs H-ETCRCO1 - He 6onee 0,2 %; He obHapyxeHo
npumecs H-ETCRCO02 — He 6onee 0,2 %,; He obHapyxeHo
eVHWYHaA HeunaeHTUMUUMpPOBaHHas npumeck — He Bonee 0,03%
0,20 %,;
cymma npumecein — He 6onee 2,0 %. 0,09%

6.| BOOA e PO, metop K. duwepa.
He 6onee 6,0 %. 1,6%
| OAHOPOOHOCTb F'® PO, cnocob 2.

OO3NPOBAHUA AV = 15 % (n = 10), ecnu ycnoBue He BbINOMNHAETCA, TO AV <

15 % (n = 30), u ana 30/30 TabneTok KonuyecTBeHHoe AVio=3,4%

coaepXaHue AeNCTBYIOLLEro BeLecTBa AOMKHO HaXOAUTLCA B
nHTepsane 0,75-M — 1,25-M.

8.| MUKPOBMONOTUYECKAR
YUCTOTA

F'® PO, kateropus 3A.

Obuee 4ncno aspobHbIX MUKPOOPraHM3mMo He Gonee 10°
KOE B 11 (Mn);

ObLee YMCNO APOMOKEBLIX U NNEcHeBbIX rpubos — He Gonee
10° KOE B 1 r (Mn);

Menee 10 KOEB 1T

MeHee 10 KOEB 1T

Orcytcteune Escherichia coli B 1 (mn). He obHapyxeHo
9.| KONMYECTBEHHOE B3XX.
ONPEAENEHUE Ot 57,00 mr po 63,00 mr (or 95,0 a0 105,0 % OT 3a8BNEHHOMO 58,90 mr
KonuyecTsa) B TabneTke. (98,2%)
10| YNAKOBKA lMpu npoussodcmee u/unu pacgacoske u ynakoske Ha OOO | [lpoussodcmeo, pacgacoeka u ynakoska Ha OOO

«MAKN3-®APMA», Poccus

Mo 7, 10 vnn 14 TabneTok B KOHTYPHYIO AYEWKOBYIO YNaKkoBKY
13 nnexkn MBX/MBAOX u cdonbrv aniomMuHMeBOW nevaTHoON
NakMpoBaHHOW WNW B KOHTYPHYIO SYENKOBYK YNaKOBKYy W3
donbrn xonoaHoro copmosanus (MBX-AntoMunuit-OMNA) un
honbr antoMMHMEBON NEYaTHOW NakUpOBaHHON.

Mo 1, 2, 3 NN 4 KOHTYpPHbIE sYEiKOBbIE YNAKOBKU BMECTE C
VHCTPYKUMEN NO NPUMEHEHMNIO B NAYKy KAPTOHHYIO.

MAKN3-OAPMA», Poccusi

Mo 10 TabneTok B KOHTYPHYIO SYEWKOBYIO YNaKOBKY W3
nneHku NBX/MNBAX n donbrn antoMMHWMEBOI NeYaTHON
NaKNpOBaHHON.

Mo 1 KOHTYpHOW SYENKOBOW YyNakoBke BMecTe C
MHCTPYKLMEW NO NPUMEHEHWIO B NaYKy U3 KapToHa.

11| MAPKWUPOBKA

MepBu4Has ynakoBka

Ha koHTypHOI A4elikoBOii ynakoBke (6nucTtepe) Ha pycckom
A3bIKE YKa3blBAOT: TOProBOE HaMMEHOBaHWE npenapara c
npeaynpeauTenbHOn  Mapkuposkot  ®;  mexayHapozHoe
HENaTeHTOBaHHOE HauMEeHOBaHWe; NeKapCcTBEHHYI opmy;
[103MPOBKY; HaMMEHOBAHWE PUAWYECKOrO NUUa, Ha WUMS
KOTOPOro BbIAAHO PErCTPaLMOHHOE YA0CTOBEPEHNE; NOrOTUM
KOMMaHu1, OCyLLECTBNAIOLWEN NPOABWMKEHUE NEKAPCTBEHHOrO
npenapara; Homep cepuu; AaTy NpovM3BOACTBa (Npu acoske
Ha 000 «MAKN3-®APMA» aaTy npousBOACTBa He HAHOCHT);
[aTy UCTEYEHUs CPOKa rOfHOCTY.

BropuuHas ynakoBka

Ha kapmoHHOU na4yke Ha PYyCCKOM S3blKe yKa3bleaom:
TOProBoe HauMeHOBaHWe npenapara C NpeAynpeavTeNbHON
MapkupoBkon  ®;  MeXayHapoaHOe — HenaTeHTOBaHHOoe

MepBUYHaA ynakoBKa

Ha KoHTypHOM sy4einkoBO ynakoBke (6nuctepe) Ha
pPYyCCKOM £3blke YKasaHO: TOProBOE HauMEHOBaHWe
npenapara C npeaynpeavTenbHON Mapkuposkod ®;
MEX/AyHapOAHOe HenaTeHTOBaHHOe HauMeHOBaHWE;
nekapcTeeHHas ¢opma; 03MpPOBKA; HaMMeHOBaHWe
IOPUANYECKOrO NULUA, Ha WUMA  KOTOPOro BblAaHO
perucTpaunoHHOe ya0CTOBEPEHME; NOrOTUM KOMNaHUK,
OCYLLECTBMAIOWEN  NPOABWKEHWE  NIEKapCTBEHHOrO
npenapara; Homep cepuu; Aarta NpousBOACTBA, AaTa
UCTEYEHUA CpoKa roaHOCTH.

BTopuuyHas ynakoBka
Ha kapmoHHOU nayke Ha pyCCKOM $3blKe yKa3aHo:
TOproBoe HauMeHoBaHWe npenapara c
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HauMeHoBaHWe; AO03UPOBKY; HAUMEHOBaHWE HPUANYECKOrO
nMua, Ha UMMSA  KOTOPOrO  BbIAGHO  PErMcTpauMOHHOE
YAOCTOBEPEHUE, €ero CTpaHy; HOMEep PerucTpauvoHHOro
YAOCTOBEPEHUS; MOroTUN  KOMNaHuW, OCYyLLEeCTBRsAIoLWen
NPOABMXEHNE fIeKapCTBEHHOIO npenapara; HauMeHOoBaHue
nNpeAnpuATUS-NPOU3BOAUTENS, €ro aapec (Npy NPOU3BOACTBE
Ha OO0 «MAKU3-®APMA» ykasblBalOT CTpaHy, ropoa);
HauMEHOoBaHWe U copepXXaHue AelCTBYIOLEro BellecTsa B
ofHON  Tabnetke, NOKPbITOW  MNEHOYHOW  OBOMOYKOM;
KONM4ecTBO TabneTok B YNakoBKE; YCMNOBUS XpaHeHus;
€nocob NPUMEHEHUs; YCrOBUSI OTNYCKa; NPeAYNpeanTENbHbIE
Haanuen «MpuMeHATe No HasHayeHwo Bpada»; «Coaepxut
NakTo3bl MOHOTUAPATY; «XPaHUTb B HEAOCTYNHOM ANSA AeTen
MecTe»; apmakoTepaneBTUYECKYIO Tpynny; LITPUX-KOA;
HOMEp cepwuu; aaTty npousBoacTBa (Mpu NMPOM3BOACTBE Ha
000 «MAKU3-®APMA» paTy npovu3BOACTBA HE HAHOCST);
AaTy UCTEYEeHMUs CPOKa rOAHOCTH.

Ha kapTOHHyl nauky MoryT OblTb HaHeceHbl TeXHUYeckue
(Npon3BoaCTBEHHbIE) KoAbl (rpacduueckue, OykBeHHble wnu
undposble), hapmkoa.

Ha kapmoHHOU nayke Ha aHenulicKOM Si3blKe yKa3bigarom:.
TOProBoe HauMeHoBaHue npenapara ¢ npeaynpeauTensHON
Mapkuposko ~ ®;  MexayHapogHoe — HenaTeHTOBaHHoe
HavMeHoBaHue;  J03MPOBKY;  (hapMakoTepaneBTUYECKYHO
rpynny; Konu4yecTso TabneTok B ynakoBke.

lpu npoussodcmee, gacoske u ynakoske Ha OO0 «MAKU-
®APMA» BONONHUTENLHO [ONYCKAEeTC HAaHEeCEHUe CPeACTB
naeHTUdUKaumm ans MOHWUTOPUHra LBUXEHUS
NeKapCTBEHHbIX npenapatoB, B TOM 4ucne rnobanbHoro
MAEHTU(MUKALMOHHOrO HOMEpa TOProBOV  eAUHWUbI 1
MHAMBUAYANbHOTO CEPUAHOrO HOMepa TOProBOW eAUHMULIbI.

npeaynpeanTenbHON MapkMpoBKon ®; MexayHapogHoe
HenaTeHTOBaHHOe HauMeHOoBaHue; [03VPOBKa;
HauMeHOBaHWe IPUANYECKOro NULA, Ha UMS KOTOPOro
BbIAGHO  PErucTpauuoHHOe  YAOCTOBEPEHWe,  ero
CTpaHa, HOMep perucTpauMoHHOTO YAOCTOBEPEHUS;
NOroTUN KOMMNaHWK, OCYLECTBNAIOWEN NPOABUKEHNE
nNeKapcTBEHHOro npenapara; HaumeHoBaHWe
NpeaAnpuATUA-NPOU3BOAUTENS, €ro aapec (CTpaHa,
ropoj); HauMeHoBaHWe N coaepxaHue AeNCTBYIOLLEro
BellecTBa B OAHOW Tabnevke, MOKPbLITON NNEHOMHOW
060no4KOIA; KONMYECTBO TAaBNeTOK B YNaKOBKE; YCNOBUS
XpaHeHus; crnocob nNpUMEHEHUs; YCNoBUS OTMYCKa;
npeaynpeautenbHole  Hagnucu  «MpumeHsTb Mo
Ha3Ha4eHuo Bpavay; «Conepxut NaKTosbl
MOHOrMAPaT»; «XpaHWTb B HEAOCTYNHOM ANA AeTei
MecTe»; apmakoTepaneBTUYeckas rpynna; LTpux-
KOZ; HOMEp Cepum; Aara UCTEYEHUS CPOKa FOAHOCTH.
Ha «KapTOHHyl0O nayky HaHeceHbl TexHU4Yeckue
(npousBoAcTBEHHbIE) KOabl (rpaduuyeckue, BykBEHHbIE
1 undpossble), hapmkoa,.

Ha kapmonHOU nayke Ha aHenulicKoM S3blKe yKa3aHo:.
TOprosoe HauMeHoBaHue npenapara c
npeaynpeauTenbHON MapKMpoBKOn ®; MexayHapoaHoe
HenaTeHToBaHHOe HaMMeHoBaHue; AO3NPOBKA;
hapmakoTtepaneBTuyeckas rpynna; KONM4ecTBO
TabneTok B ynakoBke.

lMpu npoussodcmee, ¢hacoske u ynakoske Ha QOO
«MAKN3-OAPMA » A ONOMHUTENbHO HaHeCeHb!
CpeacTBa  MAEHTUMMKAUMM  ANS  MOHWUTOpPMHra
[ABWKEHUA NeKapCTBEHHbIX npenapaTtos, B TOM 4ucre
rnobanbHoro MAEHTUUKALUMOHHOrO HOMepa TOProBom
€VHWLBLI WU WHAUBUAYaANbHOrO CEPUMHOTO HOMepa
TOProBOW €4VHULbI.

12| CPOKrOAHOCTH

3rona

CoorseTcTByeT

3aknroyeHue:

CootBetcTBYyeT Tpe6oBanuam JIM-006935-130421, uam. N;_j1, Ne2

HauyanbHuk OKK:

Bonkoea O.B.

Harta Bbinycka OKK: «02» mas 2024 .




