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YNONHOMOYEHHOrO NMUA NPOU3EOCAUTENA
COOTEETCTEMA CepuM NCKapCTEeHHOro npenaparta

KAHOH®APMA TpeGoBaHMAM PerucTRaUMOHHOO J0Cke
Ne 192-14-22 oT «28» despans 20221
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rpaHynsi ona NpUroTORNEHUA CYCNeH2un
ANA NPHEMA BHYTPb 100 mr no 2 r g nakeT, 9x1, MaYKa KIPTOHHARA
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HOMBE Cepnn cleeM CERpHA ARTA ANINYEKD ralom B8
JM-003413-111220 v vam. Ne1 Ne 00461-J1C ot 30.07.2021
"’ KEAIATHI HORMET ARHER AORYLIGHTELNE hil NULUEHIVY Ha ..':E‘,'J.'.l:;"r'::."‘.-:m-'?_‘: NPOVADCEACTLOR NEKARCTEDHHEIY ._,_‘L‘“_":
Nn-003413 15.01.2016
NP ROPACTEELMDAHSE YACETIRGDOHNR ARTA pEMIETRILMK FeRIpCTOOHRSIZ NR2NAEATE

000 «fip. Pepavi’c NaGopatopuc»

115035, r. Mockaa, OBynHHMKOBCKAA Hab., a. 20, cTp. 1

REVMOHSAIRNE LODMATENA (DNAL2NLLEE) PCrVCTEaLWOARETS

YAGCTOOADEH YA NEKIACTLOHHSIE NRENRARTH

Macnopr N214 oT 28.02.2022

AHHOEMELILA O CTOOWRN NDOWARSACTRE!
NPOMINOACTED I"JI'D

NEPOUYHEA yRakonka
BTORMYHAR/NCTREGUTENLEKDA YRaKkonka

DLINYEKIAL WA KOHTRONL KANBCTRA

SAREC MACTS BOXIMAEHUA JOPMOTENS (BENRASNLLD) POMASTOELVOHHIIS VAOCTE.

DOpeHVA NOKIPSTUCHROID RRenapaTa

Crpana HazHavcHunA: Poccun

3A0 «iKaHoHdapma npoparkwHy, Mockonckas obinacts, r. LWenkoro, yn. 3apayHan, 4. 105
3A0 «Kanondhapma npopakwik», Mockonckan ofinacTs, r. Uenkoso, yn. 3apeuqas, 4. 105
3A0 «KaHoHdapma npogakwin, Mockonckan obnacTs, r. Lenkopo, yn. 2apeuHas, 4. 105
3AQ «Kanondapma npopakwH», Mockopckas oGnacTs, r. Uenkono, yn. 3apeunas, a. 105

Modmeepxdaro, umo, cepus 2omoaod npodyryuu npou3aodeHa U NPOKOHMPONUPOSAHE & COOMBEMEMaUL ¢ MPeGoaaIUAMU;

1. [TNonoxenuid PezucmpayuonHozo docke NexapecmeerHozo npenapams
2. Tpacun radnexauwed npouacodcmaeHnod NPAKMUKY, @ MoM yucne:

= OCHOGHLIC MPOUECCHI NPOUIEOdCMaa U Memads! KoNMPONs eanudUPOGIHLI;
MoBsie OMKNOHENUR UNU JANN3HUPOGONHLIG UIMEHEHUS 8 MOXHONOZUNECKOM NPOYEECe UL KOHMPOne
Kavecmea ymaepxdeHs OMOeMCMBEIHLIMU AUUAMY; O MOGLIX UIMEHEHURAX, MPeGylowux eHeceHusn
UaMeHeHUR & pezucmpauucHHoe docke LAY NLUENHALE WA npoulscodcmao, oceedoMmneH coomaem-

cmeyowul ynonioMoNeHHsild opean U NONYNEHO @20 Pa3PeLeHUEe HE BHOCCHUE MaKoz0 UIMCHEHU,

- npoacpens 3anucy, nadmaepxdatouwue, 4mo ace Heobxodumsie Meponpunmust No ombopy npob, KoH-
mpomo U memaduram ucnsimanud npoacdoHny, MIOGLIe OMINTONEHUA U/UNU NNAHOELIe UIMEHEHUS pac-

enedosann! U oghopMeHs! dOKYMEHMANLHO;

1

H3 YyNnonHOMOUEHHLIM TepcoHanom;

Cmamye ouenku;
Baop b rpaxgarcikvin oGopot

dGKyMﬂHMBHUﬂ no npouaaocdcmaciiiomy NPOUEGCY U KOHMPOMO Kavecmea cocmaanena u ymaepxoo-

ace aydums npogedcbl @ COOMEDMEMauU ¢ mpeboaaHuaMU cucmemsl 0BECneYenUa Kavyecmaa;

= NpUHAMBL! 60 BHUMaHUe ace thakmops!, cywcemachine ana kayocmaa daniol cepuu npodykuuy
3. Jluyensuu Ha npou3acdcmac NCKapeMecHiLIX cpadema ;
4. 3axonodamenscmaa Poccuicrkod ®edepayuu u/uny cmpanb-uMIopmepa Wunu cmpaxsl kenopma |
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KAHOH®APMA

MPCACILH

Cepus;

140222

OTAEN KOHTPOMNA KAYECTBA

MACIMOPT Ne 14

Hai3® rpanynsi ons npurotoBnexus cycneHsuu

onsa npuema BHyTpbL 100 mr

Konuvectso npoaykuui & cepun: 10 179 yn. Ne 9
HAata npoussoactoa: 02. 2022 .
Ananua seinonHed no  SM-003413-111220 1 uam. No 1

m H‘:ﬂ:::rﬁ“ﬁm Tpebomawua HY PeayneTaThi adanuan

1 | Onucanue Cmeck rpaHyn W NopoLuka COCTNo - XenTora | CMeck rpaHyn ¥ nopowi@ coetno -
UpeTa € 3anaxoM anenbenHa, Mo sHewHemy | HeMTore UBeTa ¢ 2anNaxom anenbLeuHa.
BMAy AoMKHA cooToeTCTBOBATHL Tpelooawu- | Mo mHewHeMmy simgy cooTseTcrmyioT
am e Pe, 09C.1.4,1,.0004.18 «Mpanynw» | TpeGonanusam ro P,

O®C.1.4.1.0004.18 «panynei»

2 | Paamep uactuu, %

= MeHee 2,00 mm He menee 95 100
- MeHea 0.355 mm He Bonee 70 54

3 [NognuHHoCcTs Bpema yaepwuBaHus OCHOBHOrO nuka Ha
XpOMATOrPAMME  WCNLITYCMOTO  pacTeopa,

NPUrOTORNEHHOMO  ANA  KOMWYGCTBOHHOM Monrsepgata

ONpeacncHUs, JOMKHO  COOTBETCTHOBAThL

OPEMEHK YACPIMBAHWA MUK HUMECYNUAA Ha

XPOMaTOrpaMmMe CTAHAIPTHOMS pacToopa.

4 | CpegHas macea, Mr 2000 (o1 1850 go 2150) 1980

5 | OaHopoaHoets macehl, % +7.5 -2.6+33

PacnagacemocTtl, MUH e Gonee 15 (o noge) 1

6 | PactpopeHue, % oT HOMUHAnNLHoro

CONEPNRAHUA He mexee 70 (Q) vepea 45 mun, 85

7 | BHowHui Bua cycnciaum Mpn pacToopciMv COAEPMUMMOre nNakeTa o
100 mn nogsl ¢ Temneparypoil 20-25 *C o
TedeHne 1-3 mud ofpasyertcs cycneHaus or Coomererayer
Benoro go ceeTno-KenToro ysera

8 | CepmmMeHTALMOHHAA YCTORYUDOCTL CycneHana nocne sabanTbLIBaHUa He AOMKHA

! i PACCNAWBATLCA B TCYCHUE 2 MHH, Coomaercrayer

9 [pH Or250035 3.24

10 | PopcrBeHHbie npumecy, %!

- Npumecs C He 6onee 0,3 Ortcyrereyer
- npumecs D He Ganeo 0,3 Orcyrcreyer
= nio6an eguHUIHan HewaeHTU M-

POBaHHas NpUMECh He Gonee 0,2 Creytetayer
= CYMMa NpUMecei He Gonee 1,0 OTteyrerayer

|11 | loTepa B Macce Npy obICYLWBaHWM, % He Gonee 1,0 0.6
12 | OAHOPOAHOCTD ADIMPOBAHKA B cootnercTouu ¢ TpebananuamMu
peA P ' PO, OGC.1.4.2,.0008.18, criocob 1 Coomsercrayor

13 | KonuuecTBeHHoE onpegencHue Hu-

MECYNHAA 8 0OHOM NaKeTe, mr 0O130,0 0 110,0 o7 G__..,._ e

14 | Mukpobuonorudeckas uncrora B cooTaercravm ¢ TpeGosaHuamu 115

[® P®, OOC.1.2.4,0002.18, Kareropus 3A °°°“{T°f‘.'?"~1 /f

15 | ¥nakoeka Mo 2 r n naker ua unmﬁunmponaﬂﬂnm marepud Mo 2 r & naker u:r-uomﬁﬁnhpmauﬂaro
ana (6ymara/donsra/nonuatunen). Mo 9, 15 | mavepuana (Byma=
“nu 30 NaKeTon DMECTE € UHETPYKUMER No ra/dionbra/nonusTunet),

NpUMEHEHWUI0 NOMELLLAIOT 0 nadky 13 kapToHa (Mo 9 nalcemu BMHGT n*nr}c'rpymueﬁ no
npuMcﬂmmHg namemeum n: n.at-ucy u3
mp‘ruHa_; \

16 | Mapkupooka Ha nakere ykassinaioT Toprosoe HaumeHona- |Ha na) e maauu 'mpmum ,Hhmmc-
HWe NpenapaTa ¢ npeaynpeauTensHon map- unuaugel npenapa‘m c npe,q?ﬂpmuw
kMpoBKOA ®, MeNyHAPOAHOE HERATeHTO- |TensH \‘Mapmpaumm ;) mmd::yua-
DAHHOE  HAMMEHODAHME, NEKIPCTIEHHYIO | poaHon! HENATEHTORANHOG Hamenoua~
dhopmy, A03MPOBKY, KOMWYECTBO NEKIPCTOCH- [HKe, nempcmwuan l:tmpmr ‘fanpan-
HOro cpeacTna B NakeTe, coacpwavue aei- |k, xonuwemn inekapeTBetore cpes-
CTOYIOWEro BRWECTRa, NPanynpeanTensiyio [ciea 6 nawmd.rmnap:muue Aencroy-
Haanuck ("CoaepHMT caxapoay”), UHEIOPMA- |IOWEro BeLecTBa, TIPEAYNPEUTENLHAS
UnoHHyio Haanuck @ cnocobe NpuMeHeHus (Haanich ("CoacpruT caxapoay™), -
("CnocoG npumanenus”, "TIpenapat npuHu- |OpMaUMORHas Haanuce o cnocobe
M3AIOT BHYTPL, No 1 nakety (100 mr Humecy- |npumencHua ("Chocob  npumencius”,
nuaa) Apa pasa o cytky. Mpenapar pekomeH- “lMpenapat NpUHAMAIOT OHYTPL, N 1
[YBTCH nprHuMaTh Nocne eanl. Conepiumoe |nakety (100 mr HUMeCynuAa) Ana pasa

CTpanMua 1 ma 2
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HaumcHonauue
noKazaTens

TpeGopauus HI

PeaynuTaTte: aHanuza

NaKeTa OLICLINAKOT B CTAKAM W PACTBEOPAIOT
npumepHo B 100 mn pogel MpurotooncHHnsii
PACTOOR XPaHEHWIA HE NOANEMWT."), HauMe-
HOBAHWE W cTpany dupmbl-onanensua PY, ee
TOBAPHbLIA IHAK (NaTUHULEH), HAUMCHOBAKKE
1 cTRaHy pMbI-NPOM3BOAMTENS, &¢ Tonap-
HbI 3H3aK, HOMEp cepuu, AITY OKOHYAHMA
Cpoka rogHoc™M,

Ha nauke yrkaseiBaloT TOProBoe HaumeHons-
HUE NPenapaTa ¢ NPeaynpeadTenLHOR Map-
kMponkoit @, MEXQYHIPOAHOG HENaTeHTO-
DOHHOC  HAMMCHOBAHWE, NEKAPCTOHHYIO
iopMy, KONUYECTBO NAKETOR 0 YNAKOLKE,
KONMUYECTBO NCKAPCTBEHHOIO CPCACTEA B
nAkeTe, AC3NPOBKY, COARPKAHUE AGACTRYIO-
Lero BeLecTEa B KoM nakeTe, ycnoous
xpaHeHus, Hagnucu ("Copepxut caxaposy.”,
“ApanuTe B HeaoCTYNHOM ans JloTed me-
cre!”, "TpumensTs no HasHavenwo ppava.”,
"He npuUMEeHATb No MCTEYEHWUM CpoKa roguo-
CTW."), YCNoOUA OTNYCKA, PCrucTPALIMOHHbLIA
HOMEp, Hagnues " @ - 3aperMcTPUPODANHHLIR
TOBAPHLIA 3HAK", HOMEP comacTenLeTea o
PErMCTRALUMK TOBAPHOTO 3HAKa, HAMMEHORI-
HWe u cTpady dwpmel-enafensya PY, ce
TODAPHLIA 3HaK (NaTuHUUeR), wauMeHopa-
Hue, agpec, Tenedod U agpec cainta dmp-
MLI-POM3BOAUTCNA, €& ToOapHLIA  3HAK,
GTIN-xop, wWTpUx-k0g, Homep cepun, gary
OKOHYAHWA CPOKa rogHOCTY, CREACTBA MACH-
Tachukaumn  JIMN, TexHonorvueckue  MeTKU
wiunu dhapmakon.

JononHuTencHo Ha nadke Ma aHrnuiAckom
AILIKE YKI3LIBAIOT TOProOBOE HAUMCHOBAHWE
NCKAPCTDEHHOMO Npenapara, MexgyHapoa-
HOE HENATCHTOBAHHOE HAMMCHODAWWE, ne-
KIPCTOGHHYIO chopmy, Ooanpouky, konuye-
CTBO NAKCTOR B YNAKODKE, KONMUYECTBO ne-
KAPCTBEHHOrD CPCACTEA B NaKeTe, TOproeoe
HAUMMCHOBAHWE NEKAPCTBEHHOMO npenapara
nnin noroTun  ciupmb-gnagensua PY (o aa-
BUCMMOCTH OT yrna 3peHuA), HaHeCeHHbLIE
MCTO/IOM MUKPOTECHEHMA,

o cytkd. [penapar  pekomenaycrcst
ApuHUMaTe nocne egkl. Copepiumos
NakeTa BLICLINAIOT B CTAKAH U PacTRO-
PAICT npumMepHo & 100 mMn sogw, Mpu-
raTonncHHLIA PacTaOp XpPaHeHuo He
NOAREHMT."), HAUMBHOBAHWE W CTPaHa
thupMbl-ragensua PY, ee tonapHbii
3HAK  (NATUHWUEGH), HauMeHoBaHwe u
CTpaHa upML-NpoMIsoguTCnA, ee
TOBApHLIA 3HAK, HoMep cepud, AaTa
OKOHYAHWA CROKA rOAHOCT!,

Ha navke ykasads: Topropoe Haume-
HODAHWEe npenapata ¢ npeaynpeau-
TENGHOW Mapkuponkoll ®, mowyHa-
PoAHOC HEMATeHTOBAWHOE HauMCHO-
BaHWe, nekapcTocHHan dopma, konu-
YCCTBO MakeToo 0 ynakoske, Konuue-
CTDO NCIE@PCTEEHHOND cpedcrna o na-
KETC, [03WPOBIA, codepkaHuc ACh-
CTEBYIOWICIO DEWICCTBA O KIDK/IOM naKe-
TG, YCNOBHA XPaHeHUA, Hagnueu ("Co-
AepymT caxapoly.”, "Xpauuth B Hego-
CTYnHOM Anf perci mecte!”, "lMpume-
HATL MO HaaHaueHwo ppaua.”, “He
MPUMEHATL NO UCTEYEHUM CPOKA rog-
HOCTW.”), YCNOBWA OTnycka, perucTpa-
UMOHHBIA HOMEP, Hagnues " @ - aape-
MUCTRYROBAHHLIA TORSPHLIA aHaK", Ho-
Mep CREMACTENLCTBA O pardcTpaLvm
TODAPHOMD  3HAKA, HAUMEHODIHUE W
cpara  upMel-Bnagensya PY, co
TOBAPHLIA 3HAK (NAaTUHWLCH), Haume-
Hooauwe, agpec, TenedoH v agpec
caita hUpMBLI-NPOMIBOAUTENA, ee To-
BapHbin 3Hak, GTIN-kog, wrpux-Kop,
HOMCP CepMH, SaTa OKOHYaHWA Cpoka
FOAHOCTH, CPEACTBA MACHTUDMUKAUMK
NI, TexHonormyeckwe MeTkn 1 chapMa-
KOA.

HononuMTensHO HA NAuke Ha aHCAUA-
CKOM__ A3LIKE  YKa3aMbl:  Topropoe
HIUMCHOBAHME NEKAPCTBEHHOro npo-
napaTa, MoNE@YHapoaHoe HenareHTo-
BAHHOE HAUMCHOBAHWE, NCKAPCTBEH-
Has hopMa, ACIMPODKA, KONMUECTDO
NAKETOD O yNakooKe, KOAWYecTeo no-
KIPCTBEHHOrO CPCACTRA B NakeTe, Top-
rOBOG HIMMEHOBAHWE NEKAPCTBEHHOra
npenapara W norotun  UpMLI-
sragcnuua PY (B 3aBmcuMocTy oT yma
IPEHWA), HAHCCCHHLIZ METOAOM MUK-
paTecHcHuA,

17

Cpok rogHocTH

3roga

3ropa
loneH no 02. 2025 r.

Xpauenue: MNpu Temnepatype He eolwe 25 °C,

AHanwn

3AKNIOYEHMWE: nekapcteeHHbIn npenapat Haia® rpanynbi ans n ;
100 mr cepun 140222 cootaeTcTayet TpeGoBanuam JIM-003413-111220 v uam. Ne 1 VAL
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3 BLINONHEH:

. HavanesHuk oTaena koHTpona kayecrea A @’( “—aun, Opemy

"28" dheppana 2022r.
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Crpanuya 2 Ma 2



