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KAHOHOAPMA

NPOACKLLUH

Cepus: 230222
Konuyectso npogykuwu 8 cepun: 10 270 yn. Ne 10

A NMPUroToBNeHUA pacTBopa

OTAEN KOHTPONS KAYECTBA

MACMOPT Ne 23

AueTunuuctenH KaHoH rpan Nbl

A nNpuemMa BH

b 600 mr

[ara npoussopcTea: 02. 2022 r.
AHanu3 BbiNonHeH no 1N-003938-140119 u uam. Ne 1, Ne 2
r,:}z Hi':;:::;i’;"e TpeGoBanus Hl PesynbTaTel aHanuaa
1 | Onucanue Cmech rpaHyn u nopoluka 6enoro unm noytn | Cmecb rpaHyn u nopowka noutn
Genoro LBeTa ¢ 3anaxoM 3eMNSHUKY, Genoro useta ¢ 3anaxoMm zemnsHu-
KW,
2 | Pa3mep vacTtuu,%
- MeHee 1,5 mm He meHee 95 100
- MeHee 0,315 mm He Gonee 40 35
3 | MNoanuHHocTs BIMX MNoareepxaexa
4 | CpegHsis macca, mr 3000 (ot 2775 go 3225) 2983
5__| OaHopoaHocTh Maccel, % +75 -2,5+45
6 | Pacnagaemocts, Mun He 6onee 15 (8 Boge) 1
7 | Bpems pacTBopeHns u BHeLunni BMA Copnepxumoe 1 nakera JOMKHO pacTso- MeHee 5 MuHyT.
pactsopa PUTLCA Npy nepemewwmsanum 8 100 Mn Bogw! O6pasyetcs GecuseTHbii,
C Temnepartypoi 20-25 °C He Gonee yem 3a| crerka onanecuupyoLmnin pacTeop
5 muH c obpasosanuem GecusetHoro npo-
3payHoOro WM cnerka onanecuupylowero
pacTtsopa.
8 |pH 012,0003,0(10 % pacTeop B Boge) 2,2
9 | PogcTteeHHble npumecu, %:
Metog 1
- npumecs A He Gonee 0,5 Orcytcteyert
- Npumecs B He Gonee 0,5 OrcytcTayer
Metop 2
- Npumeck C He Gonee 1,5 0,01
- npumecs D He Gonee 0,5 0,03
- nioban eguHuyHasn HengeHtTuguumpo- He Gonee 0,5 Otcyterayer
BaHHas npuMech
Cymma npumeceiy, onpejeneHHbIx me- He Gonee 2,0 0,04
Toaamu 11 2
10 _|[MNoteps B macce npw BbiCyLuMBaHuu, % He Gonee 0,3 0,01
11 | OaHopoaHocTs Ao3MpoBanns B cooteetcTBUM ¢ TpeBosaHusMm
[® Xill, 0PC.1.4.2.0008.15 criocos 1 Coorsercrayer
12 | KonuyecteeHHoe onpefeneHue, cyuTas
Ha CpefiHIon Maccy coaepxuMoro nake- Ot 540 go 660 621
Ta, Mr
13 | MukpoGuonormyeckas Yuctora B cootserctaum ¢ TpeGosanusmu
[® XIll, O$C.1.2.4.0002.15, Kaveropwsi 3A Coomercrayer
14 | Ynakoska Mo 3 r B naket uma koMBUHMpOBaHHOro Ma- | Mo 3 r B nakeT u3 KoMbMHMpoBaHHO-
Tepuana (6ymaral¢onbralnonuamneﬂ). Mo | ro matepuana (6yma-
6 unmn 10 nakeToBs BMecTe ¢ MHCTPYKUMEi no ra/chonbra/nonuatines). Mo 10 na-
NPUMEHEHNIO MOMEeLLalT B Nauky M3 KapTo- | KeToB BMecTe ¢ MHCTPYKUMeit no
Ha ans notpebuTenbckoi Tapel. NPUMEHEHWIO B Nayke U3 KapToHa
Ana noTpeburensckoii Tapsl.
15 | MapkupoBka Ha nakete ykasbiBaioT TOBapHbI  3Hak | Ha nakete YKa3aHbl: TOBapHbIA 3HaK
npeanpuaTUs-npoussoauTens, TOProBoe | NpeAnPUATUA-NPOM3BOAUTENS, TOp-
HauMeHoBaHue npenapara, MexayHapoaHoe | rosoe HaumeHoBaHue npenapara,
HenaTeHToBaHHOe HauMeHoBaHue, 403MPOB- MeXAyHapoAHOe HenaTeHTOBaHHoe
Ky, nekapcTBeHHyi0 chopmy, konuyecTso HaWMeHoBaHWe, No3WpoBKa, nekap-
fPaHyn B NakeTe B I, YCNOBMS XpaHeHus:, | cTBeHHas thopma, konuyecTso rpa-
«XpaHuTb B HEAOCTYNHOM AnA AeTeil Me- | Hyn B nakete B T, YCNnoBus xpade-
cte», «CopepxuT acnaptam w Caxaposy», | Hus, «XpaHuTb B HEAOCTYNHOM ANs
«PazxunkaeT Mokpoty u obneryaer €e oT-| neteit mecte», «Coaepxut acnap-
Aenenve», «CMmArdaeTr Kawenby», HOMED ( Tam 1 caxapo3sy», «PaaxuKaeT MoK-
Cepun, cpok roaHocTn. [lonyckaeTca Hae- POTY 1 obnervyaet ee otaenenues,
CeHWe TexHonormyeckux MeTok w/mnu cap- | «Cmaryaer Kalenob», HomMep cepuu,
Makoaa. CpoKk rogHoCTW. Ha nakeT HaHeceHb
Ha nauyke ykaswisaioT NPEANPUATIE- | TEXHONOrMYECKUe METKN.
NPOMU3BOAUTEND, €r0 TOBaPHLIN 3HaK, aapec, | Ha nauke ykasambr: npeanpuaTue-
TenedoH, dhake, appec cawita, Toprosoe NpoW3BOAWTENb, Ero TOBapPHbIN 3HaK,
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nin

Haumenosanue
nokasarens

TpeGosanua HY

Pesynbratel aHanuaa

HaumeHoBaHwe npenapara, MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHWe, nekap-
CTBEHHYI0 (hOpMy, [03MpOBKY, KONMYECTBO
NaKkeToB B YNakoBKe, KONU4ECTBO rpaHyn B 1
nakete B r, «lMpumeHsTs no HasHayeHuio
Bpaua», ycnosus xpaHewus, «XpaHutb B
HEAOCTYNHOM Ans feteid mecte», ycnosus
otnycka, «Coaepxwt acnapram u caxapo-
3y», «PazkwkaeT MOKkpoTy n obneryaer ee
otaenexne», «Cmsaryaet Kawenb», «He
NPUMEHATL MO UCTEYEHUW CPOKa rogHOCTHY,
PErUCTPaLVMOHHbIA  HoMep, Homep cepuu,
CPOK FOAHOCTW, LUTPUXOBOI KOA,. Honyckaert-
CA HaHeceHWe Ha nauky cpeacTBa MaeHTu-
tukauum JIM, TexHonorMyeckux MeTok wnn
tapmakopa.

ajppec, TenedoH, dhakc, aapec cain-
Ta, TOProBoe HauMeHoBaHWe npena-
pata, MexayHapogHoe HenaTeHTo-
BaHHOE  HaumeHOBaHwe, nekap-
CTBEeHHanA hopmMa, A03MpOBKa, KOMW-
YECTBO MNakeTOB B YNaKoBKe, KOMM-
YecTBO rpaHyn B 1 nakete B r,
«MpuMeHATs No  HasHaueHuo Bpa-
4a», yCroBms xpaHenus, «XpaHuTsb B
HEAOCTYNHOM AnA peTelt MecTen,
ycnosua otnycka, «Cogepyut ac-
naptam u caxaposy», «Pamxwxaer
MOkpoTy u obneryaeT ee otgene-
Hue», «CmsArvaet kawenb», «He
MPUMEHATL NO  MCTEYeHWM cpoka
FOAHOCTW», PEerMcTPauMOHHbLIA Ho-
MEp, HOMep cepuu, CPOK rogHocTw,
LWTpuXoBo# koa. Ha nauky HaHeceHs!
cpeactBa  uvaeHtudmkaumm NN wu
chapmakon.

16 | Cpok rogHocTy

2 ropa

2ropa
loneH no 02, 2024 .

XpaneHue: Mpu TeMnepartype He Bbilwe 25 °C.

AHanwa BbIMONHEH: "21" mapra 2022r.

3AKINIOYEHUE: NeKapcTBeHHbIN Npenapar ALeTUNLUCTeUH KaHoH rpavyne! gns NpUroToBneHus pacreopa aAns
NpreMa BHYTpL 600 mr cepus 230222 cooTBeTcTBYeT TpeGoBaHuAM 1N-003938-140119 u uam. Ne 1 , Ne 2

HavanbHuk otaena koHTpons kayecrsa C—\
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NMOATBEPXOEHUE

.o,- YNONHOMOYEHHOro NULUa NPOU3BoOANTENS
COOTBETCTBUS CEPUN NIeKapPCTBEHHOTO npenapara
KAHOHOAPMA TPeGoBaHUAM PerucTpaLMOHHOro Aockhe

Ne186-23-22 ot «21» mapTa 2022 r
AuetunuucremH KaHou

TOproeoe HauMeHosaHue

AueTUnuucTemH

MEMAYHApoAHOe HenaTeHToBaHHOe, UNKu rPYNNUPOBOYHOE, N XMMUYeckoe HaumeHoBaHue

PaHynbl ANsA NPUroTOBNEHUs pacTBOpa ANs

00 3 r B naker, 10x1, nayka kapToHHas
_NpuemMa BHYTpb 600 mr ’ ' P
nekapcTaeHHas chopma A03uposka thopma Beinycka
230222 10 259 yn 21.03.2022 02.2024 r
HOMeEp cepuu , 00beMm cepun Aara sbinycka rogeH Ao
1N-003938-140119 u uam.Ne 1,2 Ne 00461-11C ot 30.07.2021
PeKBUIUTLI HOpMaTuBHON AoKyMeHTauuu Ne NUUSH3IUKW Ha OCyLecTBNeHue NpoOW3BOACTBA NEeKapCTEEHHbIX cpeacrs
JM-003938 07.11.2016
Ne perucTpaunonHos yaocToBepeHua AaTa perucTpauuy NekapcTBeHHOro npenapara
3A0 «Kanoncbapma npopakwm» 141100, MockoBckas o6nacts, r. LenkoBo, yn. 3apeyHas, g. 105
HalmeHoBaHue Aepxarens (aﬂa,qenbua) perucTpayuoHHoro ajgpec mecra HaxoxaeHusa aepwarens (ana,aenbuaj perucTpaunoHHoro yAOCTO-
YAOCTOBEPEHUA NeKapcTseHHOro npenapara BEPEHUA NeKapCcTBeHHOro npenapara
Macnopt Ne23 ot 21.03.2022 CtpaHa HaszHaveHus: Poccus
WHOpMaLMs 0 cTagusx npoussoacTaa:
npouseogcTeo Mo 3AO «KaHoHtapma npogakwuHy, MockoBckas obnacts, r. LLlenkogo, yn. 3apeyHas, a. 105
nepeuyHas ynakoska 3A0 «KaHoHdapma npoaakiuH», Mockosckas obnacts, r. LLlenkoso, yn. 3apeynas, a. 105
BTOpu4Han/noTpebutensckan ynakoska 3AQ «KaHoHchapma npoaakwk», MockoBckas obnacTs, r. LLlenkoso, yn. 3apeyHas, A. 105
BbiNycKalowWwmiA KOHTPONb kadecTsa 3A0 «KaHondapma npoaakiwny», Mockockas obnacts, r. LLlenkoso, yn. 3apeynas, a. 105
nodmeep»raa:o, 4mo, cepus 2omoeoll Npodykyuu npoussedeHa u NipokoHmponupoeara e coomeememauu ¢ mpebosaxuamu;
1. lNonoxenuli Pezucmpayuonrozo docse flekapcmeeHHo20 npenapama %] OA OHET
2. [lpaeun Hadnexaweii npouseodcmeerHol Npakmukuy, 8 MoM yucne:
— OCHO8Hble npoueccs! npouseodecmea u Memodsl KOHMpo#s eanuouposansi; M pa OHET

— mobkie OMKITOHeHus unu 3annaHuposaHHbile U3MeHeHus e mexHonoauyeckom npouecce unu KOHmMpone
: ™ na OHET
U3MeHeHun 8 peaucmpayuoHHoe docke Unu nuyeH3urw Ha npoussodcmao oceedomieH coomeem-

mponto u Memodukam ucnbimanuil nposedeHsl; Mobble OMKMOHEHUS W/unu nnaxoebie uameHeHus pac- [ oA OHET
cnedosaHs! U 0ghopmneHs! doKymMeHmansHo;

dokymMeHmauyus no 1poU3803CMEEHHOMY NPOUecCy U KOHMPOMIO Kavecmea cocmaseneHa u ymeepxoe-

I

Ha yNonHOMOYEHHBIM Nepcoxanom; M pa LIHET
= 8ce aydums! nposedensi  coomeemcmsuy ¢ mpeboeaHuamu cucmems obecnevenus Kavecmea; M pa OHET
~ NPUHAMBI 80 eHUMaHUe ece chakmopei, cywecmaeHHbie dns kavecmea danHol cepuu npodykyuu M pa OHET

3. JluyeH3uu Ha npoussodcmeo fiekapcmeerHbix cpedeme %] DA OHET
4. 3akoHodamenscmea Poccuiickod ®edepayuu wunu CMmpaHbl-umnopmepa u/unu cmpass! 3Kcriopma M pa OHET

Cmamyc oyeHku: //‘7/

BBOA B rpaxaHckuit oBopot M

PA3PELLEH 4

nodnuce YnonxHomoyeHHoz20 nuya
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PEAEPANDHAS CAVKEA IO HAAZOPY
B UPEPE 3APABOUXPAMEHMA

«CBefeHnA o BBOAE B rpaXaaHCKui obopoT B Poccuiickon de

CpeAacTB no CocToAHWUIO Ha 03.04.2022 15:32»

AepaLnn eKapcTBeHHbIX

Hara BHecenus B Ipown3sogutens Opramoamss, Homep Howmep, para
CeeieHnst 0 cTagnsx HopmaTusuan BbINYCTHBILAA B
AHC Toprosoe naumenosanue (BbINYCKAIOIIHE Crpana ” CepHH, paspeleHHs Ha
NpoH3BOACTBA JOKYMEeHTAIHA TPaK JAHCKHH
Pocapasaagsopa KOHTPOJIb) Sopor MAPTHH HJIn
Anetnmuctens Kanon; 3aKphiTOE aKIHOHEpHOE 3akpeiToe akipoRepHOE g
TPaHyJIbl JIIst IPUTOTOBNEHUS obmectso "KanoHpapma ofmecteo "Kanondapma ﬁﬂf?ﬁé&gﬁgigag 3A0 "Kanondap:
21.03.2022 pacTBopa ISl MpHeMa BHYTPb npoaakms” (3A0 Poccust npojakmu” (3A0 H‘vr N2k b AR o 230222 <
600 mr 1 wr. (3 r). nakeTs "Kanondapma "Kanondapma s PR
" r JIT1-003938-140119
(10), nauku kapToHHBIE/ ~ npogaxmH") npogakmy"), Poccus




