NOOTBEPXOEHWUE
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Humecynug

MCHAYIAPCANOC HoNDTEHTONDHHGE, UNW FpyNRnUpCEOvHOe, uni XMNHSCKTE NENMeHodaNIe

rPaHynl ANA NMPUroTOBNCHWA CYCNCHINMN 100 mr A0 2 F B naKeT, 91, RAYka KapTOHHAA
AnA NpUemMa BHYTPb
neEapeTReiian opna AoIuponka oM BLNycKa
230322 10 125 yn 30.03.2022 03.2025r
IIOMCp CEDHH Cll.ﬁ'l.lﬁ.‘.'l ﬁcpu‘.ﬂ Auri 'lllall'lyﬁlﬁl rﬂAEH .t[ﬂ

JM-003413-111220 v nam. Na1i N2 00461-J1C ot 30.07.2021
PREDHANTLI HOPMATURHOW JORYMEHTALWR N MULEHIWK HO OCYWeSTONSHNG NROWINOACTNA NORAPCTHOHHKIX CROACTD
Nn-003413 15.01.2016
M2 porveTpauvonHae yaocToRGponie JUATI PEAICTRALNW NURERETHCNHOMO NRENARATI
OO0 «Qp. Peanu'c Nabopatopuen 115035, r. Mocksa, OBUMHHHKOBCKaA Hab., A. 20, cTp. 1
HIAWMEHOUANWY qepndTena (Dnagdenuud) parucTpaluaoHHorm WIBEC MOETA HOXOMACHWA AepmaTony (BNdASNbLUD) PArMCTRAUWOHHOND YADCTO-
YAOCTOOCRCHWA NERAPCTOSHMOrD NpenapaTa REpLiNA NCKIPCTRCHHONS npenapaTa
MacnopT N223 ot 30.03.2022 CtpaHa HaaHaveHun: Poccun
WHChopMAaLIMA O cTagUAX NpouasoacTea!
npouavoicTno MNP 3A0 «Kanoudhapma npogaktuHy, Mockoncian obnacTs, r. Llenkoso, yn. 3apeynan, a. 105
nepoUMHAR YRaKonka 3A0 «Kanonchapma npoaakwH», Mockopckas obnacTs, r. Wenraoo, yn. 3apeunan, a. 105
OTORHYHRA/NOTPEOUTENLCKA YNaKkooKa 3A0 «KadoHdrapma npoaakwHs, Mockonckan oBnacTs, r. Lenkopo, yn. 3apeudan, A, 105
OBINYCKAIOLMI KOHTPOAL KAUECTO 3A0 «Kanonchapma npogakwiHn, Mocronckas obnacTs, r. Wenkono, yn. 3apeyunan, a. 105
Modmeepxdaro, umo, cepun zomoaod npodykyuy npoudsedena U NPOKOHMPONUPEEaHa & coomaememat ¢ mpoboaaHuamu;
1. [Monoxenull Pezucmpayuonnozo docke 1eKapcmeeHHOzZ0 npenapama ¥ na O HET
2. [lpaeun nadnexawed npouacodcmaokkoll npAKMUKU, @ MOM Hucne!

— OCHOOHBLIC Npouecck! Npou3acdcmaea U MomodL! KONMPOAA aanuduUPOGaHLI; M aa O HET

— Mo0kIe OMKNCHOHUA UAU 3aNaHUPOGAKHHAIE UIMEHGHUA @ MOXHDNOZUNCCKOM NPOLecee unuy KoHmpone

Kavocman ymaepxdeHsl OMaememaanibiMy AuUamMy; o Hobsix usmexerusx, mpoylowux anecolun & oA 0 HET

UIMEHOHUA @ peaucmpayucknoe docke UAU Nuuenauto na npoussodcmeo, oceedoMned coomaom-
cmayiowul ynonHOMOYOHHLIT OP2aK U NOMYNEHO 020 PAIPELLeHUE HA GNOCCHUC MAKOZO UIMCHEHUS,
npogepensl aanucy, nodmaepkdaiouuo, YmMo ace HEOGX0O0UMbIO MOPOMPUAMUA NO omGopy NpaG, KoK-

mpono U MomoduKkam ucnuimanui npogedeHsl; MobLIe OMKACHONUA U/UNU NIGHOGkIE UIMEHEHUR pac- & na O HET
cnedoaaksl U othopMaeHsl doKyMaHmansHo,
— doKyMeHMAayua No NPouIsodcmactiomy NPOYECcCy U KOHMPOMIO KIHOCmad cocmasnend U ymeepxde- © na O HET
HA YNONHOMONGIHHLIM ICPCONANoM;
- ace aydumbl npoaedaxsl @ coomaememetu ¢ mpoGosanunmy cucmemb! oGacnevoHuA KaJecmaa, & pa O HET
~ MPUHAMB! 80 GHUMIHUG GCE hakmopbl, Cywecmaentbio dna kavecmaa duimall copuu npodyKuuu & oa O HET
3. Jluyowauu Ha npou3godcmao NeKapcmecisix cpedemea “ A O HET
4. 3axoxodamenuemea Poccudckol Oodopauuu w/uiu Cmpanbi-UMIopmaopa u/uny cmpanbi IKCOPMA.——e .EI.,QA_._._.D.HE‘T
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Copun; 230322

OTHOEN KOHTPONA KAYECTBA

MACTOPT Ne 23

Haiiz® rpaHynbl Ans NPpUroToBMeHUs CYCNeH3un

ana npuema sHyTpbL 100 Mr

Konnuecrao npoaykuuu B cepun: 10 141 yn. Ne 9

[ara npouasoacrtea: 03. 2022 r.

Ananua skinonHed no  JNMN-003413-111220 1 1am, Ne 1

No
nin

HanmeHonaHwe
nokazaTenna

Tpebopadua HO

PeaynsTaTthl aHan4aa

1 Onncanue

Cmoch TPaHyn M NOPOLKA COETNO - XenToro
LBETa ¢ 3anaxoM anenscuka, Mo oHewHamy
BUAY ACMIKHE COOTBETCTBOBATL TpaboBaHW-
am [P P, ODC,1.4.1.0004.18 «padynbi»

CmMecs rpaHyn ¢ nopolka ceetno -
HOMTOro UNET3 € 3anaxoM AnenbLeuHa,
Mo BHEWHEMY DWUAY COOTOGTCTDYIOT
TpebopaHuAM re P,
OdC.1.4.1.0004.18 «Mpanynsin

2 | Paamep vactay, %
= meHee 2,00 mm He meHee 95 100
- meree 0,355 mm He Goneo 70 53
3 | MNoaAnUHHOCTL Bpema yAepiBaHun OCHOBHOTO nWiEa Ha
XpoOMarorpaMme  UCNbITYGMOro  PacTBopa,
MPUFOTOBNEHHOrD  AMA  KONWYECTOOHWOM MoatoepiaeHa
onpegeneHvA, AOMKHO COOTBETCTBOLATH
DPEMEHK YAGPKUBAHWUA NUKA HUMECYMAA Ha
XpoOMaTorpaMMe CTAHQAPTHOr pacToopa.
4 | CpegHAs macca, mr 2000 (o7 1850 no 2150) 1985
5 | OaHopoaHocTs Macen, % + 7.5 -3,1 45,5
PacnagacMocTh, MMH He Gongo 15 (B noge) 1
6 | Pacrpopenue, % or HOMWHANLHOrO
mmpmfmm He menee 70 (Q) yepea 45 MUH. 98
7 | BHEWHUA BYA cyeneHaun Mpy pacTBopEHUM COABPKUMOro Makera o
100 mn oopwl ¢ Tomncpatypol 20-25 “C b
Teuexue 1-3 MMH obpa3yeTcA cycneHaus oT Coooereroyer
Gonoro Ao CROTNO-MENTONO LNGTA
8 | CeagMMEHTALMOHHAA YCTORMUBOCTE CycneHaua nocne sabanTsiBaHWA He AaMmKHa
4 ’ PACCNanpaTLEA B TEYSHKE 2 MUH. Coorercreyer
9 |pH Or250035 3,18
10 | PoacraoHbie npumeci,%:
- npumMecks C He Gonee 0,3 OTcyreTayet
- npuMece D He Gonee 0,3 OrcyteteyeT
- moGanA cAMHNYHAn HenaeHTudmyn-
PODaHHAA NPUMCCh He Goneo 0,2 Orcyretoyer
- cymMma npuMecen He Gaonee 1.0 QOTcyTeTBYEeT
11 | NoTteps B Macce NpW BLIGYLWMBAHUK, Y% He Ganee 1,0 0,29
12 | OpHopoAHOCTL ACIUPOBAHUA B cootoercTouu ¢ TpebosaHnAMK
i i [® PO, O®C,1.4.2.0008.18, cnacet 1 Gocraavemyer
13 | KenuyecToeHHOE ONpeaeneHne His
MEecynuaa B 04HOM Nakete, Mr Ot 90,0 a0 1100 245 L
14 | MukpoGuonorudecitan YueToTa B cooteetcTany ¢ TpeGaBaHuAMU M et Al |
g ® P®, ODC.1.2.4.0002.18, Kateropusi 3A | [OReimbrcrager
15 | Ynakonka Mo 2 r b nakeT na komGuHupoBaHHoro matepuy Mo 2 r B nakeT ha: knmﬁunmponaunoro
ana (Gymara/chonsra/nonuaruncn). Mo 9, 15 | marepuana (Gyma- 3
uny 30 naxeTon BMECTE © MHCTPYKUMEA no | ra/chonbra/nonuaTtunet).
NPUMEHEHKIO NOMOILAIOT D NAYKY 13 kapToHa | Mo 9 NakeToD DMECTE € MHCTPYKUWER no
npumeHEng MOMELEHLl B naYky 13
kapToHa, ~ ool WEne =
16 | Mapkuponka Ha nakere yrassisaioT TOprosoe HaumeHosa- (Ha nakeye- ylﬂuauhl' TOproooc Haume-

Hue npenapaTta ¢ npeaynpeavuTensHol map-
kuponko ©, MENAYHAPOAHOE HENATeHTO-
BAHHO® HAaWMEeHODaHWe, nNeKapCTReHHYIo |p
chopmy, A0IVPODKY, KONWHECTBO NCKAPCTBEH-
HOro CRPCACTRA O NAKSTE, COOGPKAHWUC AcH-
cToylouaro nowecrTna, npeaynpegutenuiyio
Hagnueb ("Cogepnnt caxapoay™), wHdopma-
UMOHHYHD Hagnwch o cnocobo npumcHeHun
("CnocoB npumeHeHus”, "MpenapaTt npuHK-
MaloT pHyTpe, no 1 nakety (100 mr Humocy-
nuaa) Apa palsa e cytku. Mpenapar pekomes-

AVETCA NpMHUMaTE nocne ookl Cogepaumon

Hnaanueanpanapam € npepynpeau-
Tcnuﬁum“ MAPKAPODKDGA ~ @)\, MeXAYHa-
ue-Hﬂna'raH'mnaHHm:\ miiauenum-
HHG 'nun’apc'raannan thopma, - p,n:mpon-
Ka, mnwiﬂr;mu newapmeulmm cped-
cToale: n:wu-ro CORAPKANMD) /AehcTRy-
lowero: Gel.utm'rud. npeaynpeanTensHas
Haanuch “(“CoAcpKUT) caxapody"), WH-
thopMauvonHan—=wapnmc o cnocaGe
npumekelna  ("CnocoB  npumeHoHua”,
“MNpenapaT NpUHAMAlOT BHYTRL, no 1
nakety (100 Mr humecynuaa) Ana pasa

Crporaya 1 va 2
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nokazatens
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Preaynutate ananuaa

NAKETI BLICLINAIOT 6 CTakan U pacToopsioT
npamepHo 8 100 M noaw!, MpurotonncHHeIR
PACTBOR XPAHEHMIO HE NOANEMMT,"), Haume-
HONAHKE 1 CTRAHY vpMbl-tnageniuiE PY, co
TOBAPHLIA IHAK (NATUHULEH), HAUMEHORIHWE
W CTPANY IMpMBINPOMINoANTENH, G Tonap-
HBIA 3HIK, Homep CCPUW, AATY OKOHYANHMUA
CPOKA roAHnGCTH,

Ha navke yraauinaor TOPIonoG HAMMOHOD-
HAC NPENApaTa © NpPCAYNPeANTENLHERH Map-
kponkor 0, mewayHapoaHoc HoNAaTenTo-
BANHOC  HOUMEeHOBAHWE, NEKAPCTOCHHYIO
thopMy, xonmuocTio nareton o yNakonoke,
KOMHUYGBCTIO nekapetroeiioro cpepcTna o
naaTe, AoIvponky, coaepmanre AchcToyio-
HLEMD NeLICETNA b kakaom nakerte, yenonua
XPaHeHin, Haanuewn ("Coaepmur caxapaay.”,
"XpaHUTL 0 HegocTyniiom LNA peten me-
cte!, "NMpumennaTs no HaaHaueHuo ppaya ",
"He npuMcifTe no nereuem CpoKa roaHo-
c™."), ycnonws omnycka, PerMCTPALMOHHLIR
HOMED, Hagnuck " @ - 3aperMeTPUPOnaHHb
TOOAPHLIA JHAK", HoMep COMARTENLETLA ©
PETMCTRAUMK TOBAPHOMC IHAKY, HAUMEHODA-
HWC U cTpaHy dwmpmu-nnagensua PY, ae
TODAPHLI KAk {maTuHuLCH), HaumeHona-
Hnc, aapee, Tencton u agpec cainTa dip.
MLI-NPOMIDOAUTENR,  CC  ToBApHLIA  Jnak,
GTIN-koa, wpux-koq, HoMmep copuw, aary
OKONYAHWA CPOKA rOAHORTW, CPOACTIA uaen-
dmkaumn M, Texnenoruucokie  METKM
ihann chapmaroa,

Aononuutensio Ma nauke na AHrAWRCKGM
HALIKD yrklawinawT TOproooe HaumaeHopame
NCKAPCTACHHOMO npenapata, memaywapog-
HOC HENATCHTOBAHNOE HAMMOHODAHME, Ne-
KIpCTOeHHYI  thopmy, 003MpONOKY, KONWye-
CTHO NakoTon 0 YHAJAKODKE, KONWMCCTDO no-
KAPCTHEHHOrO CPeAGTBA O nakoTe, TOprosoe
HAuMCHoBaNKMe nekapeTseHMoro npenapara
Wnu norotun upMe-pnagensua PY (n aa-
OUCMMOCTW OT YIna IpeHWRA), HKAHECEHHRIC
METOAOM MUKPOTCCHEHUA.

0 cymen. [llpenapar PERKOMCHAYCTC
NPUHAMATL nocne epul. CogeprumMoc
NAKETA ObICLINAIOT B CTAKAW W pPACTOO-
PAOT ApuMepo o 100 Mn vag, MNpu-
FOTABACHHLIA PacTnop XpaHeHwio He
NOANEKAT."), HAMMCHOBANME M cTpaNa
dupMe-Bnanensua PY, e TOBUPHLIA
AHAK (nmmnuucﬁ}, HAWUMOHOUDIWE ¥
CTpaHa  chupmbl-Nponanogutens, o
TODOPHLIA 3HAK, HoMep cepuw, Aara
OKOMMAHUA CPOKD rOHOCTH.

Ha nauke ykazame TOProuoe HIuMP-
HOOAWME Npenapata ¢ npeaynpoiv-
TONLHOW MapkUponkaR [, I AN
POAHOC  HCAATEHTOBAHHOG  HAWMEHO-
DAHKC, NeKApeTnoHHan dopmMa, konu-
HECTHO NAKGTOD 0 yNakonke, konwie-
CTHO NCKAPCTOCHHOrO cpeacTsa ¢ na-
KCTC, ADIMPORKA, coacpxaHwe nca-
CTOYIOIICTO DRUICCTDA B KamAaoM nake-
TC, YCNoDus XpaHenus, Haanuen (“Co-
ACPXNT CaXapoly.", “"XpaHuTL B Heao-
CTynHoM ana peteh mectel”, "Mpirme-
HATL N0 HIIHAYCHWIO ppava.”, “"Ho
NPUMEHATE NO UETOMCHWKM CpoOka roJl-
HOCTW."), yenomus oTnycka, peruerpa-
UMOHHLIE HOMep, HaanWce " @ - 1ape-
TMCTRUPODOHHLIA TOBAPHLIA AHAK", Ho-
MEp  COMOCTErLETIA O perdcTpaumm
TOBAPHOTO  INIKD, HAMMEHODAHMC W
CTPAHA  cupmei-nnagenuua PY, e
TORIPHBIA 3HAK (NaTUHMLGR); Hauma-
HoBaWue, appec, Tenedion w agpec
CaiTa chupMbl-npouasoanTens, ce To-
BaPHLIA  3Hak, GTIN-kog, WITpUX-Kon,
HOMCD CepMW, A3TA DKOWYAHMA Cpoka
FOAIHOCTH, cpeacTa WABHTUIMKOLIMK
JIN. TexHonormyeckme MeTM u fhapmMa-
Koq,.

fdenonxutensko Ma nagyke ua AHrAnA-
CKOM__ A3LIKG  YKa3aHel,  Topronoo
HAUMCHODAHUE nekapcTBeHorn npa-
naparta, MEeXAyHApoAHOn HenaTeHTo-
HaHHOE HAUMCHORAHWME, neKapeTaeN-
Han diopMa, foIvposka, Kenwyectno
MOKCTOR O YNAKODKE, Kanu4ecTso ne-
KAPCTBCHHOrO cpeacTua B nakeTe, Tap-
fODOC HAMMCIHOBAHWE NEKAPCTOEHHOMD
npenapaTa W fnoretwn PUpPMbI-
pnagensua PY (b 3asucuMocTd oT yrna
IPCHUA), HIHCCEHHLIC MATOAOM MUK-
POTOGHEHWS,

17 | Cpok roaHocTH 3roaa

3 roaa
Moned go 03, 2025+,

XpaHeuue: Mpu Temnepatype He sbiwe 25 i

AHaNKW3 BLINONHEN: n3a"

mapta 2022

SAKNMIOYERUE: nekapcTacHHbIR npenapart Hapa®
100 mr copus 230322 COOTHETCTBYET TpeGoBaHun
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HavanuHuk ataena KOHTROMA kavecTaa AT A A W, Opemyk

FRAHY NI Ans NMPUrOTOBNCHWA
M J1M-003413-111220 u uam. No

CYCNEHIWM ANs NpUeMa BHYTPL
1

CrpavMya 2wy 2



