KK-006/398
NMACIOPT Ne 60/24
cTp. 1 M3 2
OTAOEN KOHTPONA KAYECTBA
: JnueHsunsa Ne 00205-J1C ot 15.02.2021 r.
MAIKMIPAFMA HAUMEHOBAHWE Lonokokc® TabneTku, NOKpbITbie NNEHOYHOM
108025, 1 Mooes NPEMAPATA: 060mnoukoit, 90 mr
ABTOMOﬁMngbIﬁ HOMEP CEPUM: DO3030124
npoesa, 4.6,
oy OATA NPOM3BOACTBA: | 22.01.2024
Saigesn FOAEH [O: 31.01.2027
S OBbEM CEPUMN: 32 275 ynak. Ne10
fen: (459 NPOV3BOAWNTEND: 000 «MAKU3-OAPMA»
AHANU3 NO: JIM-006935-130421, uam. Ne1, uam. Ne2
XPAHEHUE: Mpu Temnepartype He Bbiwe 25°C.
n/hrlf Hiﬁ?{:::;i’;"e Tpe6oBanus HO Pe3ynbTaThl aHanusa
ONMUCAHUE BusyanbHbin. [lBosikoBbINYKNbIE Tabnetku | [IBosikoBbINykNble  Tabnetku  A6MOKOBULHOM
A6NOKOBUAHON  (DOPMbI,  MOKPLITHIE  MAEHOYHONR | (POPMbI, MOKPLITLIE MNEHOYHOW  OBONOYKOIA
obonoukoit 6enoro upeta, ¢ rpaBupoBkoi «98» Ha | 6enoro useTa, ¢ rpaBupoBKON «98» Ha OAHOIA
OAHOW CTOPOHE N «J» Ha APYroW. CTOpOHE U «J» Ha ApYrow.
Ha nonepeuHom paspese BuaHbl ABa cnos: sapo | Ha nonepeuyHom paspese BUAHbI ABa CMOA: AAPO
noutn 6enoro ugeta u o6onoyka 6enoro useTa. noytn 6enoro yseta n obonoyka 6enoro useTa.
2. | NOANMUHHOCTb B3XX. Bpems yaepXuBaHUA OCHOBHOTO NUKa Ha | Bpems yaepxuBaHMs OCHOBHOTO nNWKa Ha
XpomaTorpaMMe UCMbITYEMOro pacTBopa AOMKHO | XpomaTtorpamme UCMbITYEMOro pactBopa
COOTBETCTBOBATb BPEMEHN YAEPXUBAHWSA OCHOBHOMO | COOTBETCTBYET BpEMEHU YAEPXKUBaHUS
nuka Ha XxpomaTorpamme CTaHAapTHOrO pacTBopa | OCHOBHOMO nuka Ha XpomaTorpamme
(pasaen «KonuyecTBeHHOE onpejeneHue»). CTaHA4apTHOro pacteopa.
Y®-cnektpochoTomeTpusa. YO-cnekTpbl nornowieHus | Yd-cnekrpoi NOrnoLLeHuns UCNbITYEMOro
UCMbITYyeMOro pacTesopa v CTaHAapTHOro pactsopa B | pacTBOpa U CTaHAApTHOro pacrteopa B obnactu
obnactu ot 200 4o 400 HM JOMKHBI UMETL Makcumym | oT 200 A0 400 HM UMET MakCUMym
nornoweHus npu 234 + 2 HM. nornowjexuns npu 234 + 2 Hm.
3. | CPEOHAA MACCA re Po.
Ot 298,30 a0 316,76 mr (307,53 Mr £ 3 %). 307,81 wmr (+0,1%)
4. | PACTBOPEHUE o PO, Yd-cnekrpocoToMeTpus. (100%)
He meHee 80 % (Q) oT 3afBNEHHOro KoNM4ecTea 101%
aTopukokcuba yepes 30 MUHYT. 100%
100%
100%
100%
100%
5. | POOCTBEHHBIE B3IXX.
NMPUMECH Mpumecs H-ETCRCO1 — He 6onee 0,2 %; He o6HapyxeHo
npumecb H-ETCRCO2 - He 6onee 0,2 %; He obHapyxeHo
€ANHUYHAA HeuaeHTUPUUUPOBaAHHAA NPUMECb — He 0,04%
6onee 0,20 %;
cymma npumecei — He 6onee 2,0 %. 0,11%
6. | BOOA re PO, Metoa K. ®uwepa. 0
He 6onee 6,0 %. 1.6%
7. | OAHOPOOHOCTb F® PO, cnocob 2, BOXX.
OO3UPOBAHUA AV <15 % (n = 10), ecnu ycnoBue He BbIMONHAETCA,
T0 AV £ 15 % (n = 30), u ans 30/30 Tabnetok AVo = 3.3Y%
KONUYeCTBEHHOE coaepxaHue AENCTBYIOLEro 10:= 24200
BELLEeCTBa A0MKHO HaxoauTbCs B uHTepBane 0,75-M —
1,25-M.
8. | MMKPOBUONOIMMYECKASA F'® PO, kateropus 3A.
YUCTOTA O6wee yncno aspobHbIX MUKPOOPraHM3mMoB He Gonee 20KOEB1T
10° KOE B 1 r (Mn);
ObLee Yncno ApONOKEBLIX U MIIECHEBbLIX rPUBOB — He Me+Hee 10 KOEB 1T
Gonee 10° KOE B 1 1 (Mn);
Ortcytcraue Escherichia colig 1 r (mn). He obHapyxeHo
9. | KONMIMYECTBEHHOE B3XX.
ONPEAENEHUE Ot 85,50 mr go 94,50 mr (ot 95,0 go 105,0 % or 90,07 mr
3anaBNEHHOro konuyecTea) B TabneTke. (99,7%)
10. | YNAKOBKA lpu npousgodcmee u/unu pacghacoske u ynakoske Ha | lpousasodcmeo, pacgpacoeka u yrakoska Ha
000 «MAKN3-®APMA», Poccusi 000 «MAKN3-®APMA», Poccusi
Mo 7, 10 unu 14 TabneTok B KOHTYpHylO syenkoBylo | Mo 10 TabneTok B KOHTYPHOW SYENKOBOM
ynakoBky u3 nneHku [BX/MBOX wn  donbru | ynakoBke u3 nneHku TMBX/MBOX u  donbru
anioMMHNEBOW Me4vaTHOW NaKMPOBaHHOW WNKW B | anioMUHWEBOW NEYATHOW NaKMPOBAHHOMN.
KOHTYPHYIO  AYEWKOBYIO  ynakoBky W3  cponbru
xonogHoro copmoBanua (MBX-Aniomuunii-OMNA) wu
onbrn anoMMHUEBON NeYaTHOW NaKMPOBAHHOIA. Mo 1 KOHTYpHOW AYENKOBOW ynakoBKe BMECTe C
Mo 1, 2, 3 nan 4 KOHTYpHbIE AYENKOBbIE YNAKOBKW | WHCTPYKUMEA NO  MPUMEHEHMIO B Nauky
BMECTE C WHCTPYKUMEN MO NPUMEHEHWIO B NayKy | KapTOHHYH.
KapTOHHYI0.
11. | MAPKUPOBKA MepesuyHas ynakoeka lMepsuyHas ynakoeka
Ha koHmypHol sivelikoeol ynakoeke (bnucmepe) Ha | Ha koHmypHoU syeiikosoli yrnakoeke Ha
pycckom 53bIKE yKasblgatom: TOProBoe | pycckom A3bIKe yKa3aHo: TOprosoe
HauMeHoBaHue npenapara C npeAynpesuTenbHON | HauMeHOoBaHue npenaparta c
MapkupoBko ®; MexayHapoAHOe HenaTeHTOBaHHOE | NpeaynpeauTenbHO MapKUpOBKOM ®;
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nekapCTBEHHOro npenaparta; HOMep cepuu; Aaaty
npoussoacTtea (npu dacoske Ha OO0 «MAKU3-
®APMA» paTy npou3BOACTBA HE HaHOCAT), AaTy
NCTEYEHMNs CpOKa FrOAHOCTHU.

Bmopu4Has ynakoeka

Ha kapmoHHoU nayke Ha pyCCKOM 5i3biKe yKa3blealom:
TOproesoe HauMeHoBaHue npenapara c
npeaynpeanTenbHOn MapK1poBKOMN ®;

MeXAyHapoAHOE HenaTeHTOBaHHOE HauMeHOBaHue,
AO3NPOBKY; HauMeHoBaHue pPUANYECKOro nuua, Ha

ums KOTOpOro BblAaHO PEruCTpaLMOHHOE
yAOCTOBEPEHME, ero CTpaHy; HOMep
perncTpaumMoHHoro YAOCTOBEPEHUS; norotun
KOMNaHum, OCyLLECTBNSIOLEN NPOABWKEHNE
nekapcTBEHHOro npenapara; HauMeHoBaHue

NPeAnpUsTUA-NpOM3BOAUTENs, €ero aapec  (npu
NpoOu3BOACTBE Ha 000 «MAKU3-OAPMA»
yKasblBalOT CTpaHy, ropoj); HauWMeHOBaHue W
cojepxaHue [encTBylOLero BelecTBa B OAHOIA
TabneTke, NOKPLITOW  MNNEHOYHON  06ONOYKOW;
Konuyectso Tabnetok B ymakoBke;  YCNOBMA
XpaHeHus;; cnocob npuMeHeHWs; yCnoBus OTNyCKa;
npeaynpeautenbHble  Haanucu  «MpumeHaTs  no
Ha3HayeHuio Bpavay; «Copepxut NakTo3bl
MoHoruapart»; «XpaHuTb B HEAOCTYNHOM ANA AeTen
MecTe»; hapmakoTepaneBTUHECKYIO TPynny; LUTPUX-
KOA, HOMEep cepuu; JaTy nNpou3BoOACTBa  (npwu
npoussoactee Ha OO0 «MAKU3-®APMA» paty
NPOM3BOACTBA HE HAHOCAT); AATy WCTEYEHUA Cpoka

rOAHOCTH.
Ha «kapToHHyio nauky MmoryT O6blTb  HaHEeCceHbl
TexHu4eckue (NPON3BOACTBEHHbIE) KOAbI
(rpacomueckue,  OykBeHHble  unu  UMPOBbIE),
capmkoa.

Ha kapmoHHOU nayke Ha aHeanulckoM si3biKe
yKasbigarom: TOpProBoe HauMeHOBaHWe npenapata c
npeaynpeauTenbHon MapKUpPOBKOW ®;
MEXAYHapOAHOE HEeNaTeHTOBAaHHOE HaWMEHOBAaHWE,;
AO3UPOBKY;  (bapmakoTepaneBTUYECKYl  rpynny;
KOnnM4yecTBo TabneTok B ynakoBke.

lMpu npoussodcmee, ¢hacoske u ynakoeke Ha QOO
«MAKU3-®APMA»  BONONHUTENBHO  AOMNyckaeTcs
HaHeceHue cpeacrs naeHTUMKaLmum ans
MOHUTOPUHra ABUXEHUSR NEKapCTBEHHbIX NpenapaTos,
B TOM u4ucne rnobanbHOro WAEHTUPUKALMOHHOTO
HOMEpa TOpProBOW €AWHUUbI U WHAWBUAYANbHOrO
CepuitHOro Homepa TOProBOW eAUHULbI.

CTp. 2 U3 2
OTAEN KOHTPONS KAYECTBA
’ JTnueHsus Ne 00205-J1C ot 15.02.2021 r.
AR AAR HSE#E;':&AHWE Nonokokc® TabneTku, NOKpbITbIe NIEHOYHON
109029, r. Mocksa : OﬁOﬂOqKOM, 90 mr
ABTomoﬁMngbM HOMEP CEPUM: D03030124
iy OATA IPOU3BOACTBA: | 22.01.2024
6, .
CThoee & FOLEH [O: 31.01.2027
—— OBBEM CEPUN: 32 275 ynak. N210
G EUR] RS MPOU3BOAUTENb: 000 «MAKU3-®APMA»
AHANMW3 NO: J1MN-006935-130421, uam. Ne1, uam. No2
XPAHEHMUE: Mpu TemnepaTtype He Bblwe 25°C.
HauMEHOBaHWUE; NEKAPCTBEHHYIO (HOPMY; AO3UPOBKY; | MEXAYHAPOAHOE HenaTeHToBaHHOe
HanMeHoBaHune opugnyeckoro nuua, Ha nma HauMeHoBaHune,; nekapcreseHHas cbopMa;
KOTOPOro BbiAaHO perucTpauuoHHoOe ya0CTOBEpEeHUE, AO03UPOBKa, HauMeHOBaHue ropuanyeckoro
JNIOroTUN KOMMaHuu, OCyU.leCTBﬂﬂlOLLleVI npoaswxkeHue nuua, Ha UMA KOTOpOro BblAaHO

perucTpauuoHHoe YAOCTOBEPEHWEe; NoroTun
KOMNaHW1, OCYLLECTBAAIOWENA NPOABIKEHNE
nekapcTBEHHOro npenaparta; HoMmep Ccepuu;
faTa UCTeYEHUN Cpoka rofHOCTH.

Bmopuy4Has ynakoeka

Ha kapmoHHOU na4yke Ha pPYyCCKOM S3blKe
yKa3aHo: TOproBoe HauMeHoBaHWe npenapara c
npeaynpeauTenbHon MapKUpOBKOW ®;
MeXayHapoaHoe HenaTeHToBaHHOE
HauMeHoBaHWe, JAO3UPOBKA; HauMEHOBaHMe
IOPUANYECKOro Nnuua, Ha UMSi KOTOPOro BblAaHO
perucTpauuoHHoe yAO0CTOBEpEeHUe, ero cTpaHa;
HOMEpP  perucTpauMoHHOrO YA OCTOBEPEHUS;
norotun KOMnNaHuu, ocyLiecTensoLen
NPOABMXEHUE NEeKapCTBEHHOro npenapara;
HauMEHOBaHWEe NpPeAnpPUATUA-NPOU3BOAUTENS,
ero CcTpaHa, [OpoA; HauMeHoBaHue 1
coAepXxaHue AeicTByloLero BeLecTsa B 04HON
TabneTtke, NOKPLITOW MNNEHOYHOW 06ONOYKONA;
KonuyecTso TabneTok B ynakoBke; YCNOBUA
XpaHeHus;; cnocob NPUMEHEHWs; YCnoBuS
oTnycka; npeaynpeauTenbHble Haanucu
«MpumeHsTL NO  HasHayeHuio  Bpavay;
«CopepXuT NakTo3bl MOHOTUAPATY; «XPaHUTb B
HEAOCTYNHOM Ans peten MecTey;
dhapmakoTepaneBTMYECKas rpynna; LUTPUX-KOA;
HOMep cepuu; AaTta UCTEYEHUA CPOKa rOAHOCTY.

Ha KkapTOHHYI0 Nauyky HaHeceHbl TexXHUYeckue
(NPOU3BOACTBEHHbIE)  KOAblI  (rpadhmueckue,
GykBEHHbIE U UMdpOoBbIE), hapMKoa,.

Ha kapmoHHOU navyke Ha aHesulcKoM si3blke
yKa3aHo: TOprosoe HauMeHoBaHue npenapata ¢

npeaynpeauTenbHON MapKUpPOBKOI ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HauMeHOBaHue; [,03POBKa;

cdapmakoTepaneBTMHECKas rpynna; KoNu4ecTso
TabneTok B ynakoBke.

lMpouseodcmeo, ¢hacoska u ynakoska Ha OO0
«MAKN3-®APMA» AONOMHUTENBHO HAaHECEHbI
CpeAcTBa MAEHTUdUKAUUN ANS MOHUTOPUHra
ABWKEHWA NeKapCTBEHHbIX NpenapaToB, B TOM
yucne  rnobanbHOro  WAEHTUGUKALUWMOHHOTO
HoMepa TOpProson eANHNLB ]
VHANBUAYanNbHOro CEPUAHOrO HoOMepa TOproBomn
€ANHULBI.

12. | CPOK rOIHOCTH
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CooTBeTCcTBYeT Tpe6GOBaHUAM n)g-,ogsg.sq 30421, uam. Ne1, nam. Ne2

HavyanbHuk OKK:

Bonkosa O.B.

HaTa Bbinycka OKK:

«06» mapta 2024 r.
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