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Qq, YNONHOMOYEHHOro NYMLIA NPON3BoanuTEns
COOTECTCTEMS Cepuu NekapCTEeHHOro npenapara
B TPe6oBaHUAM PerucTPaLMOHHOTO AOCHE
Ne 192-15-22 or «28» dhespans 2022 r
Haitz®
TRRTONCE FARMASDEaHLS
Humecynug
MEMA/HINCAHDS MENLTAHTSBRHREE, 2NA FRYNNEOUDNKDA. NNy AMMAIRCIEE HRNEBAORaNG
TPaHY NI ANA NPUIOTOBNEHUSA CYCNEHINK
n
[N NPHeMa RHYTPL 100 mr no 2 r o naker, 9x1, navka kaprouias
ABKIRCTAZHMRR DOEMA A0IADDUNN SORMI Beinyoko
150222 10 109 yn 28.02.2022 02.2025r
EOMED caanY cbbam copum ARTR BLINYIND roled Ao
JIN-003413-111220 u nzm. Ne1 Ne 00461-NC ot 30.07.2021
ROKBHIATSE HEDMETURKDY ,",ﬂlf?-‘J’."_‘H'.‘.“..l;Ll'-l e OALAEIVE 18 QC‘_JL.I(‘,‘:THJ'!EM'H: NEQVABCACTES ABKADCTHEHEBIY Cpesers
JiN-003413 15.01.2016
N2 parcTEl DA DS YASCTOBEpEHAR SRTE DETUCTROLM ASKARETICHNCTS NReNaNaTE
Q00 «[lp. Peanu’c NaGoparopucs 115035, r. Mockna, QuunHHHKonckas Hab., o. 20, crp. 1
HIAMUMOLEHUE Zo0MOTENR (enai=nulin) PATMETRALWCHAOMD ALPCC MOCTR HAXCIMASHAT ABDN@TERSR [Ehafensyd) perveTpauAcHRErD VADETD-
YAQCTOLETUSMA NEKDRSTENHAHDOID NpEnRRSTA DEREHUR NONASCTDSHHGND NoANIEOTS
Macnopt Ne15 or 28.02.2022 Crpaua HazvaycHun: Poccusn
MHDCDMELKR & cTankas o o3z acTsal
npouanoacroo M 3A0 «KanoHbapma npoaakwny, Mockobekas obnacrs, r. Uenkonao, yn. 3apeunas, o. 105
NEPoUYHAR ynakonka 3A0 «Kanondapma npegakiuHs, Mockosckas oBnacTb, T, Wenkoso, yn. 3apeyxan, 4. 105
oTopudHan/noTpebHTENLCKaR ynakanka 3A0 «Kanondhapma npogakwH», Mockopcian obnacts, r. Ulenkono, yn. 3apeunas, 4. 105
BLINYCKAIOLAWA KOHTPOMDL KAMECTRA 3A0 «Karondiapma npogakuns, Mockonckas oGnacrs, r. lLenkoso, yn. 3apedxas, 4. 105
lTodmeepsxdaro, ymo, cepus zomouoi npodykuuu npoussedena u NPOKOHMPONUNOBENE @ COOMEBEMCMAUU ¢ MPeGoaanUAML:
1. lonoxenul Pesucmpauuokiozo docke nekapemeeHtozo npenapama M oA O HET
2. [lpasun Hadnexawed npouseodcmeeHnoll Mpakmuky, @ Mo Yucne;
= OCHOGHDLIC MPOYGCCH! MPOUIBOACMG] U MemOdhl KOHMPONA eanuALDOEaNL M pa OHET
= N106140 OMKNOHEHUS UL 3aNNAHUPOBANNILIO UIMEHCHUS & MEeXHONOZUYECKOM NPOUECCE LY KOHMpone
kauecmaa ymeaepmooHsl OMECMEMEEHHBIMU NULAMY, O TI0BkI UIMBHEHURAX, MpPeCyIowiux aHeceHUsn & A O HET
UIMEHEHUR G pE2UCMPAUUOHHOe JOCKE LML NUWEH3UI0 HO npousaodcmeo, ocecdoMaeH coomaem-
CMAyWUL yronHOMOYEHHbID OP2aH U NORYNEHO 020 PAIPELUEHUS HA GHECCHUE MaKo=o UIMOHEHUS!
= Nposepennl aanucy, nodmaepxdaowue, 4mo ace HeobxoduMbIe MeponpuamuUn no omGepy npol, KoH-
mpanto u Memoduram uCLIMaKull NpoeedeHs:; Nobbie OMKAOHCHUA U/UNU MNAaHOGLIE uamonenus pac- [ 1A OHET
€1e006atb! U OhopMAaHS! QORYMOHMANLHO;
~ JoKyMeHmayus no Npou3aodcmeeHHoMy MPOUECcCy u KOHMPOMIO KAYECMAA COCMAGNEHA U ymaepXde- M oA O HET
HA YNONHOMOUCHHLIM NOPCOHANOM;
- 6Ce aydums! NPOaedeHs! @ COOMBEMEMAUY ¢ MPEGOGIHUAMU CUGTIOMb! obocnavenus kavoecmaa; M aa OHET
= NPUHAMSL! 60 GHUMAKUC GCE (aKmOoph, CYwecmackpe dns kayecmsa daniod cepuu npodykuuu | DA O HET
3. Jluuensuu na npouseodcmeo nexapemachisix cpedcma M oA O HET
4. 3aroncdamenscmea Pocculickod ®edepauuy wuny CIMPaHLI-UMNOPMepa w/unu Cmparis akenopma _.___E.”I_}J,A_\_,_, -ELHET
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KAHOHDAPMA

MPOACIKLLH

Cepus:

150222

OTAEN KOHTPOMA KAYECTBA

MACIOPT Ne 15

Hai3® rpaHynel Ans npurotoBneHus CYCNEeH3um

Ans npuema BHyTps 100 mr

KonuyecTtso npogykuny B cepun: 10 125 yn. Ne 9
[ara npouaeogerea; 02. 2022 r.
Aranus seinonked no  NMN-003413-111220 1 uam. Ne 1

:ﬁ“ Hi::g;':;’;m TpeGooanua HO Peaynutats avanuaa
1 | Onucanue Cmech: MpaHyn ¥ NOPOLLKa CBETNO - KeNToro | CMect rpayn w NOpoLKA CBETNO -
yoera c Janaxom ancnbeuHa, o DHELWHEMY | KenToro upeTa € 3anaxoM ancnLCHKA,
Bhlly [OMKHA COOTBETCTOODATL Tpebosanu- | Mo BHEeWwHeMy Buay COOTBATCTDYIOT
M e Pd, O0C.1.4.1.0004,18 «Mpaynbl» | TpeGonannam [ Po,
OPC.1.4.1.0004.18 «parynibi»
2 | Paamep yactud, %
= menee 2,00 mm He MeHee 95 100
- meHee 0,355 MM He Gonee 70 54
3 | MNoanuxHocTs Bpemn yacp»uBaHua ocHODHOMD MUK Ha
XPOMATOMRAMME  MCTILITYEMOIO  pacToopa,
NRPUFOTORNGHHOTO  ANA  KOMWYGGCTBEHHOMD MopTsepaaena
ONpeaCNCHUA, AOMKHO  COOTBETCTBODITL
BPEMEHH YACPIMBaHMA NUKa HUMECYNuAa Ha
XPOMATOrPaMme CTAHAAPTHOID pacTnopa.
4 | CpegHan maceca, mr 2000 (o 1850 no 2150) 1956
5__ | OpnoponHocTs macew!, % +7.5 24 42,5
PacnanacmocTls, MUH He Gonee 15 (o nope) 1
6 |PactBopenue, % OT HOMUHARNLIOTD
Conepxanis He menee 70 (Q) yepea 45 muH, 86
7 | BHeWH WA Bua cycneHavuu Mpu pacToopcHuM coAepkMMOro nakera o
100 mMn Bogbl ¢ Temnepatypon 20-25 “C o
TedeHne 1-3 muH obpazyerca cycneHans or Coomaercroyer
Genoro 1o cBETNO-KeNToro LeeTa
8 | CegumeHTALMOHHAR YCTORNMBOCTD Cyenenavs nocne sabanTuinanusa He onKHa
oA Y d PACCNAMBATLEA 0 TEHEHWE 2 MUH. Coorsercroyer
9 |[pH Or25n0035 3.23
10 | PoacTociHbie npumeck,%;
- npumect C He Bonee 0,3 Oreyrernyer
- nprmeck D He Gonee 0,3 Orcyrerayer
- nioGaR eauHYHAs HewpeHTUd UL M-
POBAHHAA NPUMECH He Gonee 0,2 OTcytcmayer
= CYMMA NPpUMECCH He Gonee 1.0 Oreyrerayar
11_| MoTeps B Macce npu obicywmaaHum, % He Banee 1.0 02
12 | OpHopogHOCTL JO3MPOBAHMA B coometcnvg ¢ TpeGonanuamu
i I P&, O®C.1.4.2.0008,18. cnoco6 1 Coomercrayer
13 | KenudecTeeHHoe onpegenoHue Hu-
MOCYNUAA B OAHOM NAKeTe, Mr 0r90,0 o 110,0 939
14 | Mukpobuonoruycckan yuctota B cooTneTcTBuM € Tpebonannamu
r® Pd, 0BC.1 .2_4‘0005?13. Kaveropus 3A Cooteercrayer
15 | Ynakoeka Mo 2 r & nakeT W3 komBuHuposanioro Matepu| Mo 2 r o naker 1y J(GMBHIIHPQB-EHHOM
ana (Gymara/chonbra/nonuatunen), Mo 9, 15 | marepuana (Gym- — '_ i
1 30 NAKETOR BMBCTE € MHETPYKLMGIA NO ra!qmnbralnnnumnen) == =l 4 Y
MPUMCHCHUIO NOMEWAIOT B Nayky U3 kapTona | Mo 9 nakerop: uumrvucmymnm nafl
npumcmmmp n::uumenu"m n;mxy ua
napmm:n« (s} o
16 | Mapkvpooka Ha nakete ykassiaoT Topropoe HaumeHooa- [Ha nal ‘w YItO3ank 'roprnam.-v Hanume-
Hve NpenapaTa ¢ NPeAynpeauTensHoi map- |Hosa ppenapaTﬂ. c npw;ynpen
Kuponkoi @, MEKAYHIPOAHOR HenaTeHTo- Tﬂnbmf{ -MapKIpoBKon @, MexayHa-
BAaHHOE  HAMMEHOBAHWE,  NEKAPCTBEHHYIO | posHOA HeTlaTeHToRaNHoE an{muuua-
¢hopMy, A0IMPOOKY, KONUNEETBO NEKAPCTOCH- |HUe, nmcapmmnuaﬂ_:bnpmn /Ap3vpoB-
HOro CpEeAcTDa o nakeTe, COACPMANMC AGH- (K3, KOMUGCTRO NeKapCTOEHHOMO cpea-
CTBYIOW(Ero DoWeCTA, NPCAYNPCAWTRNLHYIO (cTna b nmﬁhe ConepHlewnﬂﬁmy-
Hagnuch ("Conepxmt caxapoay”), wHdopma- (1owero aemem-ua hpeaynpeguTensHas
LIMOHHYI0 Haanuck © cnocobe npuMeHeHus |Hagnuce ("Cogepwir caposy”), uH-
("Cnocofi npumenenns”, "Mpenapar npuku- [opMauMonHas Haanuck o cnocobe
MAIOT BHYTPL, MO 1 nakety (100 Mr HUMecy- |npumeHeHnA  ("Chocol  npuMeHeHus”,
nuaa) Asa pasa B cyTku, Mpenapar pekoMen- | Tpenapat npuHUManT OHyTpL, no 1
AYeTca NpuHumaTs nocne enst. Cogepxumoe nakery (100 Mr HAMecyniaa) ana pasa

Crpanvaua 1 Ma 2
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NAKETA BLCLINAIOT R CTAKIH M PAcTDOPSIOT
npunepto 1 100 mn poawl. TpuroToBneHHLIG
PACTROD XPAHEHWID HE NOANCHMWT."), Haume-
HOBAHKEC W cTpaNy dmpmil-Bnagensua PY, es
TODAPHLIA IHAK (NATUHWLER), HaVMeHoBAHKE
W cTpany dupMbI-npoMaBoauTens, ec ToBap-
HLIA 343K, HOMEp copin, AATY OKOHYaHUA
CPOKa roaHocTy,

Ha nauke yrassnaier TORroBoG HAWMCHOBA-
HUC NPENapaTa ¢ npeaynpeauTensHob Map-
KMpookoln @, MeKAYHADOAMOC HenaTeHTD-
BaHHOEe  HaumeHonadue, NeKkapcToeHiyio
opmy, konuyecTBO nakeTon B ynakosxke,
KOMMMECTNO NCKAPCTBCHHOrO cpeactna o
nakeTe, noJvpooky, copepikanue AckcToyio-
LCTa BELIECTDA B KKAOM nakeTe, yenopus
XpancHunA, vagnmeu ("Copepinr caxapoay.”,
"XpanuTL 6 nefocTynHom gns AcTel me-
cte!”, "MpuMensTs no HasHaueHuio Bpawa.”,
"He npumenaTs no ueredyeHuw cpoKa rogHo-
CTU."), ycrosun oTnycia, PErUCTRPALMOHHLIRA
HOMEp, Haamues " @ - 3apeMCTPUPOBAHNLIE
TORAPHLIA aHaK®, HOMCP COMAGTENLCTBA O
PEruCTpaUMN TORAPHOMO 3HAKZ, HAMMEHOBA-
HuE W crpany dwpmbl-nagensua PY, ce
TOBIAPHLIA  3HAK (NaTMHWUER); HawmcHopa-
HUE, aapee, TenedoH M agpec caita cdup-
MLI-NpoM3BoRUTENA, €@ TonapHbifi  aHak,
GTIN-xea, wipux-kog, HOMEp cepuu, aaty
OKDHYaHUA CPoKa rofHocTy, CPEACTDA nacH-
Tupukaumu NN,  Texionormuccie  MeTIw
wann dapmargg,

Hononuntensio Ha nmadke wa IHrnuAcKkom
S3LIKE YKAILIDAIOT TOProBoe HauMeHoRaHue
NCKKAPCTOCHHOMD Mpenapata, MexgyHapog-
HOC HENATeHTOBAHHOE HaWMeHoDaWWe, nc-
KAPCTOCHHYtD chopmy, [10IMpoRKY, KoRUYe-
CTDO NAKOTOR B YNaKOBKE, KOAMYECTBO no-
KIPCTOEHHOrO CpeACTBa B nakete, Topronog
HaUMENODAHNE NEKAPCTRCHHOMO Rpenapata
unk norotun upmsi-enagensua PY (B aa-
OUCAMOCTU QT Yrna apcHus), HaHeceHibie
METOAOM MUKPOTECHEHUA,

B cymn. Tlpenapat pekomeHayetcs
NpuHUMaTL nocne eawl. Coacpxumos
NAKETA RLICKINAINT B CTAKAH M pacToo-
PAIOT npuMepHa o 100 mn sogel. Mpu-
TOTORMCHHLIA PACTBOP XPAHEHWID He
MOANCKUT."), HAUMEHOBAHUE W CTpana
dupmbi-onagencuya PY, ee ToBAPHLIA
IHAK  (NATUHMUEH), HauMeHooaHMe W
CTPaHa  upmMLI-NpoM3nognTena, oo
TODAPHGIA JHAK, HOMep cepuW, aara
OKOHYAHMA CPOKa rogHoCTY,

Ha nauke ykazane: TOProBoe Haume-
HOBAWWE nNpenapat ¢ npefynpeau-
TENbHOW MapkupoBkol @, MexagyHa-
POAHOE HENATEHTOBAHHOE HAUMEHO-
BaHue, nexapctoennas dopma, Kkonu-
HCCTBO NAKETOR D yNakoBke, KoMWye-
CTOO NEKapCTBeHHOro cpeacTna B na-
KeTe, J03vponka, cogepxaHue Aei-
CTYIOWEro pewesTea o KIXI0M nake-
Te, YCnoBuA xpaHeHus, Haanuen ("Co-
ACPHUT caxaposy.”, "XpaHuTb B Hego-
CTynHoM Ana peted mecrel”, "Mpume-
HATE NO HaawaueHwio epava”, "He
NPUMEHATL N0 WMCTCYEHUW cpoka rog-
HocTu."), yenooust omyeka, peructpa-
UMOHHBIA HOMEp, Hagnuch * © - 3ape-
MMCTPUROBAHHLIA TOBAPHBLLA 3HAK", Ho-
MEpD COMAETEnsCTEA © PErvcTPaLMi
TODARHOrO 3HAKa, HauUMOHOBaHWE |
CTPaHa  dupMmbl-Bnagensua PY, ee
TOBAPHBIA 3HAK (MATUHUUER); Havmc-
Honawwe, aapec, TenedoH W agpec
CaiTa hvpMbi-NponanoarTend, ec To-
DapHutid 3Hak, GTIN-kom, wTpmx-kop,
HOMCD CepuM, [ATA OKOHYaHWA Gpoia
FOAHOCTH, cpeacTea UASHTMMKAL MK
NN, TexHonormyeckue MeTky u chapma-
koA,

AononuutensHo Ha navuke Wa AMCAWi-
CKOM__ R3bIke  yKA3AHL  Topropoe
HaUMEHODaHWe NoKAPCTOCHHOMO Npe-
NapaTa, MOMIYHIPOAHOE HENATeHTO-
DAHHOC HAUMECHOBAHWG, NeKapCTECH-
HaA dIOpMa, AO3MPOBKA, KonWyecTmo
NakeTOB B YNakoBKG, KOMWYecTno ne-
KapeTuCHHOro cpeacTna B nakete, Top-
fonoe HauMEHoBaHWe NCKapCToeHHOro
NPENAPATA M NOFOTMR  chUpMbi-
Bnagensua PY (s saaucumocTyt ot yrna
3PEHNS), HOHCCCHHLIC METOAOM MUK-
poTeCHEHMA.
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Cpok rogHocTu

3 ropa
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Tosew 16- 02,2025 11 51

XpaHenwe: Mpu TeMnepatype He Boiwe 25 °C.

AHanwa esinonHeH:

3AKIMIOYEHUE: nekapcreeHHbIil npenapar Haiz®
100 mMr cepun 150222 cooTeererayer TpeBonaHus
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"28" deppans 2022

rPAHYNLI ANS NPUrOTORMCHU

A CycneHzu
M [N-003413-111220 1 uam. Ne 1 /
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