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rPaHynhbl ANA NPUIOTORNCHWA CYCNCHINK
o2r 1
NS NPUEMa BHYT. 100 mr n o naket, 9x1, Nayka KapToHHan
NarapcTocHian qopma Aoanponki thopma obinycra
200322 10 064 yn 28.03.2022 03.2025r
HOMAD Capuy 0ULEAM Cepul ANTH BsInyeK regen Ac
nM-003413-111220 » nam. Na1 Nz 00461-NC oT 30.07.2021
PERBUANTL HORMATURHOW JIONYMEHTILINK NE LeHIE HO DEYLWIBETRAGHIIG NROWANOACTAN NalidpCTieHHLIX CReseTD
NnN-003413 15.01.2016
Dt peracTRALMOHHOR YAOCTOnepaHNE LOT0 pOIrMCTRILMA NERIPETIGHHOID NPaNARaTa
000 «[lp. Pegou’c NMaGopaTopue» 115035, r. Mockea, OBpuvHHUKOBCKan Hab., A, 20, cTp. 1
HIAMGHORANWG A epHaTann (DAIASENBUD) PAETHCTRALUMDNNGrD DAPAC MACTD HAXDNROHWA AainTend (BNnDAenLul) pericT pAUnoHHOro yaocTo-
YAOCTOUCPUHUA NERARCTREHHArD NPANARAaTa [EPEHIA NEARCTOEHHOro NPeNApATH
MacnopT N220 oT 26.03,2022 CTpaHa HazHaycHus: Poccus
VHEpopMaUKa o cTaguax nponseccTea
npousnogcruo Mo 3A0 «KanondbapMa npofakwHy, Mockonckan obnacTs, r. Wenkooo, yn. 3apeyHan, a. 105
NEPDUMHAR YNaKkooka 3A0 «Kanouchapma npoaakwky, Mockonckan obnacTs, r. Wenkoso, yn. 3apeunan, 4. 105
DTOpUYHIA/NOTRelMTENLCKAS YNaKOBKA 3A0 «Kanondapma npopakwHs, Mockopckan oGnacTs, r. Wenkooo, yn. 3apeynas, a. 105
BLINYCKAIGLIMA KOHTRENb KAYEETDa 3A0 «KaHoudbapma npopakiiky, Mockosckan obnacTs, I. LLenkopo, yn. 3apeynas, g, 105

Moodmeepxoaro, umo, cepus 20mosoli NpodyKUUY NPOU3BEARHA U NPOKOHMPONUNOBAIE 6 COOMACMEMAUY ¢ MPebosaHUAMU:

1. MonoxeHruli PezucmpayuonHozo docke N1ekapemaeHHozo npernapama & na OHET
2. [paoun nadnexaued npouagodemaernod NPAKMUKY, @ IMOM Yucna:
~ OCHOGHLIO NPoUacchkl npouasadcmaa U Memaodbl KOHMPONA aanuduposaHst; ] LA O HET
— Mobslo OMIKNOHEHUA UAU JANAAaHUPORAKNAIG UIMOHGHUA & MEXHONOZUYCCKOM NPOYCCCE LU KOKMPonag
Kavecmaa ymeepwdeHs! omeememeeHHsaIMU NULAML, O MODLIX UIMEHEHUSIX, MpPebyiotux aneceHust & aa O HET

UIMONCHUR @ pezucmpayuonnoc docuLe unu nuyeHawio ila npousaodcmao, ococdoMioll coomacm-

cmaywuld ynonHomMovennnsid apaal U nenyNeHe Ge0o PAIPOLIGHUG HO GHOCOHLID MAKQZ0 UIMOHAHUSR;

npogepakLl Janucu, nodmaepxdaiue, Ymo ace HooGxoduMie MeponpuRmua no emaopy npab, Kow-

mponio U Memodukam uensimanul npostdaensi; MoGeIQ OmKNoHeHU WUnU NNANoasie uaMelehun pac- | OA OHET
credoaqiisl U oghopMNenL! QOKYMOHMAanLHe;

- dokyMeHmayus no nNpou3sodcMeaHHOMY NPOYECCY U KOHMPOII0 KaYecmea cocmaaneHa U ymeepxde- & na O HET
Ha YNONHOMGYOHNLIM NBPCOHANDM,
- ace aydumal npoaedoksl @ coomaememaut ¢ mpoGoaaluaMy cucmaeMsl obecnoyoiun Kavecman; ¥ na O HET
~ MPUHAMbI 60 GHUMOHUE ace hakmopbl, Cylecmeartsie dna kavecmaa dannol cepuu npodyKyuu & na O HET
3. [luyen3uu Ha npou3sodcmac NneKkapcmeaeHHsx cpedcma # pa OHET
4. 3akoHodamenscmea Poccutickoll @odapayuu t/unu cmpaKs-uMnopmepa w/unu cmpasst akenopma & pa OHET
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Haiiz® rpaHynesl and npUroToerieHA cycneHivu

Cepusn: 200322
KonuyecTtso npogykumin B cepuu: 10 080 yn. N2 9
[lata npowaeopcTea: 03. 2022 .
AHanua eninonHed no  JM-003413-111220 1 vam. Nz 1

ansa npuema BHvTpsL 100 mr

I:jf_' H::,l"::'::::;ﬂn"n"c Tpebonanua HO PeaynesTatkl aHanuaa

1 | Onucanue Cmech rpaHyn U NoOpoLUKa coeTno - xentoro | CMece rpalyn ¥ nNopowka coetno -
LiBETa € JanaxoM anenbeuHa, Mo BHelwHemy | KenToro UoeTa ¢ 3anaxom anenbeuHa,
Buay OOMmKHA cooTmeTcTomaTe TpeGonaum- | Mo BHewHeMy Bugy cooTneTcToyioT
aM I Pd, OMC.1.4.1.0004.18 «Tpanynsl» | Tpebobatinam rod P®,

Q®C.1.4.1.0004.18 «panynui»

2 | Paamep vactuy, %

- MeHee 2,00 mm He meHee 95 100
- moHee 0,355 MM He Gonee 70 53

3 | MeanuHHoCET BpomA yACPMWDIHWA OCHORHOMO NUKa Ha

XpoMarorpaMMe  MCNLITYeMoro  pacrsopa,
NPUrCTOBNGHHOMD  ANA  KONWYCCTOCHHOID Moareepwaexa
onpeaeneHns, [JOMMHO COOTEETCTBOBATHL
DPEMCeHW YACPHWDAHWA NUKA HUMECYNWAA Ha
XpOMaTorpaMmMe CTagapTHOro pacToopa.
4 | CpeaHar macea, Mr 2000 (o1 1850 oo 2130) 1960
5 | OpHopogHocTs macest, % + 7.5 -3,043.7
PacnanagmMocTh, MUH He Gonece 15 (B Boac) 1
G | Pactoopenue, % oT HOMUHanbHoro
ConepKanHs He meHee 70 (Q) 4epea 45 mMuH, 98

7 | BHEIWHWA BUA CYCNEHIvKn Mpy pacToopéHUW COASMKMMOro nakeTa o
100 mn BoAwl ¢ Temnepatypod 20-25 *C o
TeueHne 1-3 mun o6padyercs CycneHsuA oT Ceptaarsrayer
Genaoro 10 CEETNO-KENTOro LUBETA

B | CoaquMOHTALUWOHHAR YETORYMDOCTE CyeneHava nocne naGanTeinaHun He ACKHA

" Y . pPAaccnanBaTbCA b TEYGHUE 2 MUH. Cootnercroyer

9 |pH Or254a035 3,17

10 | PopcTBEHHLI® NPUMECH, %!

- npumece C He Gonee 0,3 Oreytecroyer
- npuMeck D He Gonee 0,3 OTcyTeTDYET
- neGan eRMHUYHANA HouaeHTduLK-
POBAKHAA NPUMECH He Gonee 0,2 OTtcytetnyeT
- CYMMa npuMecen He Gonee 1,0 OT1cyTeTBYRT
11 | MNoteps B MACCE NPW BLICYLIWBAHWA, % e Gonas 1,0 0.6
12 | OgHopoAHOCTE AOIMPOBAHMA B cootBeTtcTEMM ¢ TREGOBaHUAMMU
r® P®, O©C.1.4.2,0008.18. ¢nocob 1 Caemaerarayer
13 | KonudecTeeHHoe onpeaeneHue Hiu-
MECYNUAD B OAHOM NAKETE, Mr Ot 90,0 40 1100 93,8
14 | MukpoGuonorudeckan yucToTa B cootBeTCTBMM C TpeGoBaHWAMMU
[® PO, OGC.1.2.4.0002.18, Kaveropus 3A CagmeTersyer

15 | Ynakooka Ma 2 r 8 naxeT wa komGuHupopaKHare matepu{ Mo 2ro nnuﬂTuﬂOMOMlmpouaHHdrn
ana (Gymara/chonura/nonuatunci). Mo 9, 15 | matepuana (GyMa- N
uni 30 NakeTOD BMECTE C MHCTPYKUUER No m!q:unumlnonmmﬂcu). —> i A
NPMMEHEHWIO NOMEILAI0T B NaYKky K3 kapToHa | Mo 9 nakeToB.BMECTE C mm‘pyuqueﬁ no

NPUMCHCHWIO NOMOLLCHBI B NaYKy M3
KapToHa.

16 | MapkWpoBka Ha nakeTe ykadbiBaloT TOProboe HavMmeHosa- |Ha nakete yxadanbit'! TOPTOBOC Haume-
HWUC Npenapata ¢ NpeaynpeavTensHol mMap- |Hopadue rjpanapa'ra (A rlpep,ynpe,qm-
kupobkod @, MeMIyHApPOAHOE HEnaTeHTO- (TenbHOoR/ MAPKMPODKOM ;< MGWJYHE-
BAHHOE  HaUMEHOBAHWE, NeKapcTBEHHY |poAHoe) meﬁﬁremnnamm Hummeuoua-
chopMy, A0IVMPODRY, KOMMYECTOO NEKAPCTROH- |HUe, namp i CHHaRA. mopma .ao:HpnB-
HOTD CPEAcTBa B nakete, cofepkanue ged- |ka, kon ub 0 NCKAPCTBOHHOro-Cpea-
CTOYIOWGro DCWCCTDA, NPCAYNPCANTENLIYIO (CTDa mnaum’u COAGPHAHNE AGRCTBY-
Hagnueb ("Conepmur caxapoay"), uHdopma- |lowero ae GBTBEI, ﬂpeaynpe.qmenhuan
UWOHHYIO Hapnucs o cnocoBe npumeHeHus [Hagnues (Co,qepmm caxaposy”), uu-
("Croco6 npumcnenws”, "Mpenapat npuHu- (chopMauvontass lr:gnmnu o cnocobe
MaloT BHYTPL, no 1 nakety (100 Mr HUMacy- | NPUMEHEHUA ("Cnocab— npumeHenun”,
nuaa) Aea pasa B cyTkW, MNpenapar pekome- |"Mpenapar npUHAMAIOT BHYTPL, no 1
ZyeTca npuHumaTte nocne east. Cogepwumoe (nakety (100 mr HuMocynuaa) Ana pasa
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NakeTa BLICLINAIOT B CTAKAH W PACTBOPHIOT

npumepHo B 100 M Bogkl MNpyuroToBnesHsLIn
PACTDOP XPaHEHWID He NOANEKWT."), Hakume-
HoBAHME 1 cTpady dupmal-onaaeneya PY, co
TONAPHBLIK JHaK (NaTUHUUEN), HAUMEHDBaHWE
W cTpaHy MpMBI-NPOUINOANTENA, ce ToBap-
HbI 3H3K, HOMEp cepuu, AaTy OKoHYaHuA
CpoKa rogHocTw,

Ha nayke ykasbiBaloT TOPropoé HaMMeHona-
HWE NPenapaTa ¢ NpeAYNPeavTenLHOR mMap-
kuponkol @, MexayHapofHoe HenaTedTo-
BAHHOE  HAWMCHOBAHWC, NCKAPCTBEHHYK
diopMy, KONWYECTBO NAKATOB B YNAKDODKE,
KONWHCCTDO NEKapcTBeHHOro cpeacrsa o
nakeTe, A0IUPODKY, COACPKaHWe AehcTayio-
wero BelecTsa B KAWAOM NAKeTE, YCNODUA
xpaHeHun, nagnueu ("Copepiut caxapoay.”,
"XpaHuTe B HEOocTYnHoM Ana AeTch Me-
crel", "NMPUMEHATLE No HadHayeHulo Bpava.”,
"He npumeHsTe Nno UCTCYCHWW CPOKa rogHo-
CTW."), YCnoBWA OTMycKa, perucTpauMoHHLIR
Homep, Hagnuek " @ - 3apPerMCTRUROBAHHBLINA
TORAPHLIA JHAK", HOMEP CBWAETEenbLCTBA O
PEruCTPaLMK TOBAPHOro 3HAKA, HAMMEHODA-
Hue v cTpany dwmpMbl-onagensua PY, ee
TABAPHBLIA 3HAK (NaTWHWUER), HauMeHoDa-
Hue, aapec, Tenethod W aapec canta dup-
MbI-NPOVIBOAWNTENA, €& TODAPHLIA  JWak,
GTIN-kof, WTPKX-KOZ, HOMEP CEpuW, AaTy
OKOHYAHWUA CPOKA FOAHOCTH, CPEACTBA WABH-
macmkagun  JIMN,  TeXHONOMMYCCKUE  METIM
wvnu dhapmakon,.

fononkutensHo Ha nadke WA AHrMWACKOM
A3LIE YKA3LIBAIAT TOProBoC HAMMEHODAHWC
NAKAPCTRCHHOMG NPEnaparta, MewayHapos-
HO@ HEenaTeHTonaHHoe HauMmeHaoanue, ne-
KapcToCHHYI0 opMy, A03WPOBKY, Konuue-
CTBO MAKETOB B YNAKODKE, KONWYCCTOO ne-
KAPCTOEHHOro CPEOCTEa B NakeTe, Topropoe
HaUMEHOBAHWE NeKAPCTBOHHOrO nponapara
wnu norotun chupMel-enanensua PY (s aa-
BUCMMOCTH OT YrNa 3peHus), HAHGCOHHBLID
METO/I0M MUKPOTECHEHWA,

B cytkn, [penapat pekomMenayaTcA
npuHMMaTe nocne caul, CoacpxuMoc
NaKkeTa BLICLINAIOT B CTAKAH W pacTno-
paioT npuMepie b 100 mn poabl. Mpr-
fOTOBNEHHBIA PACTOOR XpalcHUIG He
NOANEKUT,"), HaUMEHOBIHME W CTRAHA
tmpmui-nnanensua PY, ee ToBapHbIi
34aK  (NATMHWUER), HaWMCeHoDaANME W
CTPaHa  dMPMbLI-NPOMINOAWTENA, ee
TOBAPHLIA 3Hak, HOMEp cepun, AaTa
OKOHYAHWA CPOKA rOIHOCTH,

Ha nauke ykasausl: Topropoc Haume-
HOD@HWE npenapara ¢ npegynpeau-
TenbHoOA mMapkupoBkol ®, mewayHa-
POAHOE HENATCHTOBaHHOE HaMMEHO-
paHue, nekapcTBeHHan dopma, konu-
YecTDO NaKATOR B YNaKoBKe, Kofnnde-
CTBO NEKaApCTBEHHOrO CRCACTBA B nNa-
KeTe, A0IMPODKA, CcopepXaHue [ow-
CTHYIOWErO BeWEeCTDa 0 KaXMaoMm nake-
T, ycnoowa xpaueHwus, Hagnucwn ("Co-
ACPKAT caxapoay.”, "XpauuTh b Hego-
crynHoMm ana geteil mecte!l”, "Mpume-
HATE MO Ha3dHadeHwo opaua”, "He
NPUMEHATL NO WETEYGHUM CpoKa rof-
HocTW."), YCROBUA OTNYyCKa, pervcTpa-
LUMOHHLIA Homep, wagnuck " @ - 3ape-
MCTPUROBaHHLIA TOBAPHLIA 3HaK", Ho-
MCP COWACTCNLCTEA © PEerucTpauuun
TOBAPHOrO 3HAKA, HAUMEHoBaHWe W
cTpaHa dwupmel-Bnagensua PY, ce
TODOPHLIA 3HaK (NaTUHUUER); Haume-
HoBaHwe, appec, TencchoH U agpec
CaiTa (PUPMLI-NPOWIBOAUTENA, e& TOo-
BapHulid aWak, GTIN-kop, wTpux-kod,
HOMCP CCpWUM, [3Ta OKOHYAHWA CPOoKA
rOAHOCTH, cpeacTna  WACHTUCIMKALMK
NN, TexHonoruveckua MeTkU u dapma-
Kopq,

HononuutentHo Ha nNavke Ha QHCNWA-
CKOM _ f3blke  YKD3OHLI  TOPropoe
HaUMEHOBaHWe NEeKapcTBeHHoro npe-
napara, MeNAYNAPOAHOa HenaTeHTo-
DaHHOE HaWMEHOBAHWE, NEKAPCTDCH-
Hasa chopma, A0IMPOBKA, KOMUMECTBO
NakeToB B YNAKODKE, KONWYECTBO ne-
KapcTBEHHOro CPeACTBA 0 NAKETE, TOp-
ronog HauMeHODaHWe NOKaPCTBEHHOro
npenapata W norotun  Gpmel-
anagensua PY (o 32BUCMMOCTM OT yrna
IPEHUA), HAHECEHHBIE METOAOM MMK-
POTECHEHWA,

17

Cpok roffHocTH

3ropa

3 roaa

[open go 03.2025r,

- y 110 .7

XpaHeHue: MNpy TemnepaTtype He Bbiwe 25 °C,
AHanua BLINOMHEH: “28" wmapra 2022, P

SAKMIOYEHMWE: nexapcTBeHHEIA npenapat Hana® rpanynil 4ns NPUroToOBNEHMA CYCNEH3MK ANA NPUEMa BHYTPbL
100 mr cepun 200322 cooTBeTcTByeT TPeBoBaHuam NN-003413-111220 1 uam-No 4-— .
R
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