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Macnopt Ne 2906/2020rnN

Konudectso npoaykumm B cepuu (T.ynax)

logeH go 02.2023
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@ COI1-BIT-OKK-685 A.2

Crp. 1u3 4

AKTEMPA® KOHUEHTPAT ANA NPUTOTOBAEHMS pacTsopa Ana uHyaui, 20 mr/mn

7,997

/1CP-003012/09-051216, nam. Ne 1-5

Oara HaumeHoBaHue TpeboBanua H[ Pe3ynbTtaTbl aHaNM30B/UcNbiTaHKiA
aHanusa nokasatenei
29.11.2020 Onucaxue Mpo3pauHas unu onanecumpyrowan GecyserHas CootsetcTeyer
M CBETNO-MENTOTO LBETA MUAKOCTb Onanecumpytowan npos3padHas
HMUOKOCT
29.11.2020 MNoaNMHHOCTL: Bpema yaepmuBaHUA OCHOBHOTO NWKa NoaTeepmpaaerca
WoroobmeHHas BIXKX MCNbITYemMoro obpa3sua A0/1HO COOTBETCTBOBATL
BpPeMEHW YAePKMBAHMA OCHOBHOIO NUKa
CTaHaapTHoro obpa3ua Touunmaymaba
29.11.2020 NoanvHHOCTL: Cneuuduryeckan 6Uonoruueckan akTUBHOCTb MNoateepxpaerca
Buonorudeckuii meton A0NKHa BbiTe NOATBEPKARHE
29.11.2020 Npo3payHocTs MpozpayHblii Mnu onanecumpylowwmii pacteop Onanecumpyiowmin pacteop
29.11.2020 LiseTHoCTH He 6onee 31anoHa cpasHeHus Y5 BecupeTteH
29,11.2020 pH 016,3006,7 6,6
29.11.2020 MexaHuyeckue fonxeH cooTeeTcTBOBaTL TpeBoBaHKAM OrcyTcTayior
BKIOYEHMA: BUOUMbIE
4acTUUbI
29.11.2020 MexaHuueckue - vactuuy 2 10 mkm He Bonee 3000/drakoH 87
BH/IHOYEHMA: HEBUAMMBIE
4acTuybl
- 4acTuu 2 25 mkm He Gonee 300/dnaroH 1
29.11.2020 M3snekaembllit ob6bem [onKeH cooTBETCTBOBATL TPEBOBaHKWAM CooTeeTcTayer
29.11.2020 OTHoweHwe 070,600,8 0,7
0CMOTHUYECKOro
O3BNEHWA
29.11.2020 Yucrora: Muk moHomepa - He menee 99 % npu BbINYyCKE; He 99 % e
IKCKNIO3NMOHHAA BIMKX MeHee 98 % B TeYEHWE CPOKa rOAHOCTH ,ﬂ/; c",,. ,,"_'
Muk aumepa - He Gonee 1,0 % npw BbINYCKe; He 0,6% /f/\:ﬁ« i‘\'ﬁw ECf:qu
Gonee 1,3 % B TeveHne CPOKa rogHocTH A
Mpoyne nukn - He Bonee 1,0 % 0,0%
29.11.2020 YucToTa: moHoOBMEeHHan Npe-nuku - He Gonee 28 % npw Bbinycke; He Gonee 20%
BIMX 32 % B TeyeHKHe CPoKa roaHOCTH
OcHoBHOM NuK - He meHee 56 % npu BbINYCKe; He 71%
MeHee 53 % B TeyeHWe CPpOKa rofgHOCTM \ '4 o8
Sub-1 nuk - He Gonee 15 % 6% “\ ot ""Jf,z ::a;i):’v\*ﬁ/’
Sub-2 nuk - He Bonee 6 % 2% 4‘ vomnC b
R-1 nuK - He Bonee 3 % 1% ‘ =
Mpoyue nuKu - He Bonee 3 % 0%
29.11.2020 CTepuNbHOCTL Lonxer cootseTcTBoBaTh TPebOBaHMAM CTepunbHbIA
29.11.2020 BakTepuansHble He 6onee 1,0 E3/mn menee 0,3 E3/mn
IHAOTOKCHHbI
29.11.2020 AHOManbHas OonxeH BbiTb HETOKCUYHBIM He ToKcuueH
TOKCUYHOCTh
29.11.2020 Cneumnduyeckan Ot 1,4*10%4 no 2,6*1074 E4/mn {(1,4-2,6) E4 2,3*1074 EO/mn
AKTUBHOCTL U/ml)
29.11.2020 Benok Ot 18,0 po 22,0 mr/mn 19,9 mr/mn
25.11.2020 NonucopBar 80 010,025 0o 0,075 % 0,052 %
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Nacnopt Ne 2906/2020rN

AKTempa® KOHUEHTPAT A471R NPMrOTOB/EHMA pacTBopa
ANR MHby3Ina, 20 mr/mn

Cepua: B2095

29.11.2020 YnakoBka Mo 4 mn (80mr/amn), 10 mn (200 mr/10 mn) mam Cootsercreyer
20 mn (400 mr/20 mn) npenapata 80 GAaKOHLI, Mo 10 mn (200 mr/10 mn) npenapara 8o
M3roToBNEHHbIe M3 GecuBeTHoro cTekna $NaKoHbI, M3roTOBNEHHbIE 13
(rMaponuTUdeckuin knace 1 ED), YKYNOpPeHHbIe 6ecuseTHOrO cTekna (raponuTyeckuii
KPBIWKOW M3 ByTUAKaydyKa, o6xaTble KNacc 1 ED), ykynopeHHbie KPbILKOW 13
ANOMUHUEBLIMM KONNA4YKaMK W 3aKPbIThie GyTunkayyyka, omaTbie
NAECTMACCOBBIMMI KPbLILUKAMM; LIBET KOANAYKa u 2NHOMHUHWEBBIMU KONNAYKamu 1
KPbILWKKW COOTBETCTBYET LIBETY, KOTOPLIM BblAeNeHa 3aKPbITbIE NNACTMACCOBLIMM
A03VPOBKa NpPenaparta Ha 3TMKeTKe (GAaKoHa U Ha KPbIWKaMK; LBET KONMNAYKa W KPbILLIKM
nayke. 1 GNaKoH NOMeLaroT B NNaCTHKOBbIM COOTBETCTBYET UBETY, KOTOPLIM
NOAAOH UMK B KAPTOHHbIW BKNAABIL, KOTOPbIM BblfeNeHa A03MPOBKa NpenapaTta Ha
BMECTE C MHCTPYKUMEN N0 MEAMLMHCKOMY 3TUKeTKe PNaKkoHa M Ha nauke, 1 bnaKoH
NPUMEHEHWIO NOMELAIOT B MaYKy W3 KapPTOHa NOMELLEH B NN3CTUKOBLIA NOAA0H,
MMNOPTHOTO. C U8B0 KOHTPONA NEPBoro KOTOPbIM BMECTE C MHCTPYKUMelt no
BCKPBITMA Ha NAaYKy HaKNEMBAKOT CAMOKNEALLMECA MEAULMHCKOMY NPUMEHEHWIO NOMELLeH
KPYrAble CTUKEPbI C HaANWCbIO "KOHTRONb 8 NaYKy M3 KapToHa MMnopTHoro. C
BCKPbLITHA", UENbH KOHTPONA NEPBOro BCKPbITUA Ha
NayKky HakNeeHa CaMOKNeALLAACA
KPYrAble CTUKEPbI C HaANUChIO
"KOHTPONb BCKPLITHA",




& COI1-BI-OKK-685 A.2

Crp. 3uzd

Macnopt Ne 2906/2020rN

AKTeMpa® KOHLEHTPaT AAA NPUIOTOBNEH WA PacTaOpPa
ANA UHbY3UIA, 20 mr/mn

Cepua: B2095

29.11.2020 Mapkupoeka Ha aTuKeTKe GpNaKkoHa Ha PYCCKOM A3bIKE yKa3aHo: CooTteeTtcreyer

- TOProBoe HammeHoBaHue ﬂpenapaTa”;
- MexayHapogHoe HenaTeHToBaHHOe
HaWMEHOBAHME AEMCTBYIOLLETO BEWEeCTBa;

- KOHLEHTpauuAa npenaparta 8 pac4ere Ha 1 mn (20

mr/mn);

- 403MPOBKa Npenaparta B pacyeTe Ha dnakoH (80

mr/4 wmn, 200 Mr/10 mn unw 400 mr/20 mn);

- NnekapcTeeHHan Gpopma;

- NOroTKN KoMmnauvu Pow;

- HOMep cepum;

- AaTa OKOH4aHMWA CPOKa roAHOCTK (fodeH ao....);
- YCNOBWA XPaHEHMA;

- kopoB0e 0603HaYeHHE 413aiHA YNAKOBKH,
BHYTPEHHUIA LUTPUX-KOA, YNaKOBKHM,

Ha camoknenleiica aTukeTKe (npukpennexa
PAAOM € OCHOBHOW ITWKETKOM K GNAKOHY U

npeaHa3HayeHa aAnA BKNAEUBAHWA B UCTOPUIO
60ne3HKU NALMEHTA C LENbIO NOATBERKACHMA

Ha 3TukeTKke dNakoHa Ha PYCCKOM A3biKe
YKa3aHo:

- TOProBO@ HaWMEHOBaHWe npenapata®;
- M@K AYHapOAHOE HenaTeHTOBaHHOe
HaUMeHOoBaHWe AeHCTBYIWEro
BELeCTBa;

- KOHUEHTPAUWA NpenapaTa B pacyeTe Ha
1 mn (20 mr/mn);

- AO3WPOBKa Npenapara B pacyeTe Ha
dnakoH (200 mr/10 mn);

- NeKapCTBEHHAA GOPMa;

- NOroTun Komnauum Pow;

- HOMEP Cepuu;

- A,aTa OKOHYaHWA CPOKa rOAHOCTH
(fopex no 02 2023);

- YCNOBUA XpaHeHWR;

- KogoBOe 0603HaYEHME AW3aiHa
YNaKOBKYW, BHYTPEHHUM WTPUX-KOA,
YNaKoBKK,

haKkTa MCNONb30BaHMSA Npenapara) Ha PyccKom
A3bIKE YKa3aHOo: Ha camokneswweics aTukeTke
- TOProBoe HaMmeHoBaHMWe npenapaTta®;

- M@ YH3aPOAHOE HEenaTeHTOBaHHOE
HaWMeHOBaHWe AeiCTBYIOWEr0 BelWecTsa;

- KOHUEHTpaumMa npenaparta B pac4erte Ha 1 mn (20
mr/mn); GaKTa UCNONL3OBAHUA NpenapaTta) Ha

- A03MPOBKA Npenaparta B pacyere Ha dnakoH (80 PYCCKOM A3bIKE YKa3aHo:

mr/d mn, 200 mr/10 mn unu 400 mr/20 mn); - TOProBoe HaMMeHoBaHWe npenapara®;
- NOTQTUN KOMNaK1K Polw; - MEMOYHapPOAHOE HENaTeHTOBaHHOR

- HOMEp CepUM; HaWMEHOBaHWE OeiCTBYOWero

- [laTa OKOHYaHWA CPOKa rogHocTy (foaeH ao...); BeLWecTBa;

- KOHUEHTPaLMA NpenapaTa 8 pacyeTe Ha
Ha KapTOHHOM NauKe Ha PYCCKOM A3bIKe 1 mn (20 mr/mn);

YKa3bIBaKoT: - AO3MPOBKa Npenapara 8 pacyeTe Ha

- TOProBOe HaMMEHOBaHWe npenapaTa®; tbnakoH (200 mr/10 mn);

- MEXXAYHapOAHOE HenaTeHToBaHHOoe - NOTOTHN KOMNaHWK Pow;
HaMMEHOBAHWE ABNCTBYIOLLErD BELLECTBa, - HOMEp CepuH;

- KOHUEHTPaUMIO NpenapaTa 8 pacdeTte Ha 1 mn (20 - AaTa OKOHYaHMWA CPOKA rOAHOCTH
mr/mn); (fopeH o 02 2023);

- AO3MPOBKY NpenapaTa B pacuerte Ha GnakoH (80
mr/4 mn, 200 mr/10 mn unun 400 mr/20 mn); Ha KapTOHHOI Nayke Ha PyCCKOM A3bike
- NEeKAPCTBEHHYIO hopmy; YKa3aHbl:

- HAMMEHOBAHWE W COAEPIKAHME AENCTBYIOWEro - TOProBOe HaMMeHOBaHMWe npenaparta®;
Bellectsa 8 1 pnakoHe «1 hnakoH coaepmmt XXX
Mr TouMnuaymaba (pekomBUHaHTHOO)»,

(npukpenneHa pAAoOM ¢ OCHOBHOM
3TUKETKOW K GNAKOHY M NpeaHasHayeHa
ANA BKNEUBAHMA B UCTOPMIO BoNnesHu
NauMeHTa C LeNbio MOATBEPHKASHUA

- MeMOyHapoAHOe HEeNaTEHTOBAHHOE
HaMMEHOBAaHUE OEHCTBYIOWEro

- NepeYeHb BCNOMOraTeNbHbIX BELLECTE, BXOAALLMX BELECTBa;

- B COCTaB Npenapata; - KOHUEHTPALMA NpenapaTta B pacyeTe Ha
- «CTepUNbLHON,; 1 mn (20 mr/mn);
- KONKMYECTBO G1AKOHOB B YNAKOBKE; - AO3WPOBKA Npenapara B pacyeTe Ha

2 <\\ - YCNOBUA XpaHEHUA; dnakoH (200 mr/10 mn);

20

';3:; u"‘“ - YCN0BHA OTNYCKa; - NexKapcTaeHHan dopma;

‘;:1'1—5 f - Ha3BaHMe GUPMbI ABNAKOLLEHCA BNaAeNbUemM - HAMMEHOBAHMWE U COARPKaHMWE

[

oF ol erucTPaLMOHHOrO YAOCTOBEPEHUA, CTPAHY, U AeicTBYOWEero Bewecrsa 8 1 gnakoHe
£3 pay, YA p Y

Ha3BaHWe GUPMbI NPOU3BOAUTENS, CTPaHY (.
XoddmarH-/1a Pow N1a., Weeiuapwa npoviseneHo
Yyraid ®apma MaHydeKTypuHr Ko. Jita., AnoHua); - NepeyeHb BCNOMOraTeNbHbIX BELLECTB,
- NOTOTMN KOMNaHUK Pow; BXOAALWMX B COCTAB Npenapara;

- NOTOTUN, Ha3BaHWe NPeANPUATHA, - «CTepunbHO»;

OCYWECTBNAOWErD YNakoBKy npenaparta 8 PO - KONWMYecTBo (NaKoHOB B yNakoske,
(OAOD «dapmcTanaapt-YdaBMTA); ero agpec - YCNOBMA XPaHEHMA,

(MHAeke, cTpana, ropoa); - YCNOBMA OTNYCKa;

- npegynpeauTensHele U UHGOPMaLMOHHbIe - HalBaHue GUPMbI, ABNAKLLEICA
HaANMCK («[1n8 BHYTPUBEHHOTO BBEAEHMA NOC/AE BNafeNbUeM PerncTpaumnoHHOro

«1 $pnaxoH cogepmut 200 mr
Toumnuszymaba (pekomBuHaHTHOTO)»;




& COIN-BIT-OKK-685 A.2

Crp.4m3d

Macnopt Ne 2906/2020rN

AKTEMPa® KOHUEHTPAT ANA NPUrOTOBNEHUA pacTEOpa
ana uHudyaui, 20 mr/mn

Cepun: B2095

pasgegeHua», «Cnocob NpUMeHeHua, 03bl 1
Mepbl NPEACCTOPOIKHOCTH = CMOTPU MHCTRYKLMIO
N0 NPUMEHEHIION, «XPaHWUTL B HEAOCTYNHOM A/A
feTeit mecten);

- HOMep cepuu;

- AaTy NpoM3BOACTBa;

- AaTy OKOHYaHMA CpoKa roaHocTH (foaeH ao..);

- WTPUX-KOL, HOMEP PETUCTPALUOHHOTO
YO0CTOBEPEHWR; GapmaKos,.

LoNnonHUTeNbHO MOMET BbITh HaHECRHA
MHGOPMaUMA ANA MOHUTODMHIA ABUKEHUA
NeKkapCTBeHHOro NpenapaTa OT NPOM3BOAUTENA [0
KOHe4yHoro noTpeburens.

YAOCTOBEPEHWRA, CTPaHa, M Ha3BaHue
bupmbl Npov3soanTens, crpana (@,
XoddmanH-Na Pow N1z, Weeiiuapus
npou3segeHo Yyrait dapma
Manydertypurr Ko. N1a., AnoHus);

- NOroTMN KoMnaHnmK Pow;

- IOTOTKN, HA3BaHKE NPeANPHATHA,
OCYLLeCTBAAIOWErD YNaKoBKy npenapara
8 P® (OAO «dapmcranaapt-YoaBUTA);
€ro aapec (MHAEKC, CTpaHa, ropoa);

- NpeaynpeanTensHsie u
MHOOPMALMOHHBIE HaanueK (« s
BHYTPMBEHHOIC BBEAEHMA NOCAe
pa3sefeHus », «Cnocob NpUMeHeHus,
A03bl U MEpbl NPeAOCTOPOMHOCTH —
CMOTPH MHCTPYKLMIO NO NPUMEHEHMION,
«XpaHWTb B HEAOCTYNHOM ANA AeTed
mecren);

- HOMEp cepmu;

- AaTa NpovM3BoACTBa;

- A3Ta OKOHYEHKMA CPOKA FOAHOCTH
(TopeH 4o 02 2023);

- WITPUX-KOA, HOMEP PErCTPALMOHHOro
yAoCToBEPEHUA; hapmakod,
LononHutensHo HakeceHa uHdopmaumsa
ANA MOHWUTOPUHIA ABUMEHUS
NeKapcTBeHHOro npenapata ot
NPOU3BOAMTENA A0 KOHEYHOTO

notpeburens.
29.11.2020 XpaHeHue Npu remnepatype 2-8 °C B 3aWMWEHHOM OT CBeTa CooTBetcrayeT
mecTe. He 3amopammears.
29.11.2020 CpoK rogHocTv 2 rofia 6 mecaues Cootsercrayer

logen o 01.02.2023

3axknovenne OKK: flekapcTBeHHbI npenapat AkTEMPa® KOHLEHTPAT AN1A NPUrOTOBNEHMA PACTBOPA ANA uHbY3uniA, 20 mr/mn cepuu
B2095 coorsercrayer /ICP-003012/09-051216, n3m. Ne 1-5

HauanbHWK aHanuTUYECcKoM
naGopatopum:

Ve

NOANMHHMK 3NeKTPOHHOTO AOKYMEHTa,
NOANMCAHHOTO 3N@KTPOHHOM NOANMCLIO, XPaHHUTCA B
cucteme JIMMC dapmcraHaapt
CBEAEHWA O CEPTUDUKATE 3
CepTuduKat: 76ce60a06c3cb0a36356c9534650fbed
Komy BbinaH: 3y6apesa KOnua BayecnasosHa

u‘:leﬁc‘rsmenem ¢ 15.01.2019 no 15.01.2021
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[lata Bblaauu 3aKkNK04eHnA 0 Kavectse 29.11.2020




