Ofimecrso ¢ OTpPANHYEHHON OTBETCTREHNOCTEIO

CDR "Heeneaosatenbexnuii HRCTHTYT Xnmuueckoro Paznoobpasns (000 "HHXP")
nwﬂsl?r 141401, Poceniickas Denepaunsn, Mockonekas aba., r.o. Xnvxn, r, XHMKH, ya. PaGouan, a. 2A, cTp. |
Ten.: (495) 995-49.41, 225-1 1-89, 925-30-74; dake: (49%) 626-97-80

SOP-QA-041-F02

HOATBEPXKIEHUE COOTBECTBUSI JIE PCTBEHHO
A 1 TEKAFCTBEHHOTO Ne| 230/21-PhD/Mf
CPEACTBA
l Cepruurar cepun Hata swinauu: 08.11.202]
Haspanne aexapersennoro cpencrea ABHD®ABHP
MexlyHapoaHoe HETNATEHTOBAHHOE HAHMEHORAH He
: dasunupasnp
{(IPYNIHPOBOYHOE HAK XUMUYECKOe)
Jlexapcraernag thopma TabneTsy, NoKpsiThie MAEHOYHOH 0B0/I0UuKOH
Hosuposka ! i 200 mr
yesy
®opma st nyexa 9091r TadNETKH, NOKPhIThIE MACHOYHOH oGo0ukoil, 200 My
T (thnakou) 50 x | (nauka KapToHHas)
Hosep cepuy —_ 1441021
Obivem cepun RERTE Ao 01 3756 ynakosox
Lo
F 7 S a— e
Hara npouzsoncraea ‘é( CEVAHPEN F oo 102021
Fonen a0 #. 10 2023
Homep 1 nara PErHCTPAaLHOHHOr G YAOCTOBEPCHHR,. JI-006225 or 29.05.2020 (aaTa wamenenus 05.04.202 1)

| OBpiectso ¢ orpannuentol OTBECTBERHOCTBIO «Kpomiicy

) %OO «Kpomucs)

{IIPHIYCCRI anpec: 121208, . Mockea, TeppHTOpHA
: %_'ﬁo.mcoso HHHOBALMOHHOrO uenTpa, Bonniuod EynanBap, 1.42,
“felp. 1,31, 0, nom. 264

VIOCTOBeperus

O6uiectso ¢ OTPaHYeHHON OTBECTBEHHOCTBIO

4 «Hceeaenosarenseruit HuctutyT Xumugeckoro
Haumenosanue u anpec npousBonuTens e PaznooGpasus» (000 «MHUXP»)

Opuauueckuii anpec: 141401, Mockosckas o6, r.o. Xumku,
r. XuMkH, yi, PaGouas, n, 24, cTp. 1

Cranun npousroscrea: NPOH3BOAHTENL (BCE CTAAMM Azpec npoissonctea: MockoBekas 061, r.o. Xumxu, r,
NPOK3IBOACTRA) XHMKH, yn. PaGovas, 1. 2A. crp. 1

Homep nnuensin na NpOM3IBOACTBO 00161-11C

Hopmaruskan nokymentauus JUT-006225-061120 ¢ nim. Ne 152

Hokymeur, noarsepsaaiouii KauecTso npenapara Auanuriyeckui nacnopr AP-2020-21 or 08.11.2021

Jaseaenue 0 cepmugpurayuu

HHCTOQHJHM H HOBTBCD}HJ]&IO, YTO JaHHag CB]]IH] JERAPCTBEHHOTO npenaparn NpoH3IBeaeHa » nposepeﬂa COrNIACHO
TPeGOBANHAM AHUEHINH Ha TPOHIBOACTBA, PEriCTPAUHONIOTD Aocke, Tlpasua naanemameii NPOH3BOACBEHHOI
NPAKTHKH H HHBIM COO”!‘BE’TCTB}'K)IHHM 3AKOHOAATeALHLIM T peﬁOBBIN{ﬂM.

Yuonuomouennoe nmo (PHO) Fanycrosa Anna Cepreesna

—
Howmep u nara Lpn asa Muusnpasa Pocdun o5 arrectawy | Ne 228 o7 02.04.202]
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- OBwectso ¢ orpaunyennoii OTBETCTBEIHOCTbIO |
«Hecrenosarenpexyit Hueraryr

Xumiuvgeckoro Pasnoobpasusy

Anamiravecknit nacmnopr

I [

141401, PO, MockoBckas 06

18CTh, 7.0, XHMKH, I. XUMKH, v, Padouag, n,

2A, c1p. |

ABanHTHYCCRUE macnopr Noe AP-2020-21

HanmenoBanue HCNBITYeMOro o6pasia;

ABHUDABHP, Tabnetku,

[IOKPBITBIE MIEHOYHOM 06010y~

KoH, 200 mr

Homep cepuu: 144102]

Obvem cepun: 3756 ym.

Ipomssonnreny: 000 «HMHXP», Pocens

Harta npoussogcrsa: 10.2021

Tonen mo: 10.2023

AHAIU3BI IPOBEICHDI 10: HJTJITT-006225-061120 ¢ uan. Nel 2

Hara cocrabaenns: 08.11.2021

Mokasarenn ( Meroar: Hopmbi l Pesyanrare: 7
1]
Onucanne f Busyanoysrit Kpyrasie ABOAKOBBITIYKAbIE Tabrer- Cootsetcrayer,
KW, NOKPbLITEIE IICHOYHOH 060710y~ Kpyrnsie OBOAKOBBITYKUIBIE Tab-
/ KOH KOPHYHCBO-KENTOro 1peTa. Ha | netxu, MOKPBITBIE  TUIGHOYHOH
; TonepevHoM paspese sapo TabneTku oBonouxo, KOPHUHEBO-KeNTOro
'\ Genoro unu noury Gesioro usera ¢ | ygera, Ha nonepeynom paspese
/ AENTOBATHIM OTTEHKOM AAPO  TalneTkH nouTH Genoro
: UBETA C KENTOBATHIM OTTEHKOM,
HMoanunnocrn BIXX Bpemsa ynepwusanus OCHOBHOTIO [11- Cooteercrayer.

KA Ha XpoMaTorpamme WenbITyemoro
PacTBOpa  NOMKHO cooTBeTeTROBATE
BPEMCHH  YNePXHBaHWMA OCHOBHOMO
NHXa Ha Xpomatorpamme pacTeopa
CO thaBumupasupa (pazaen «Konu-
HCCTBEHHOE OnpenesieHHen)

Y®-cnekrpo-

(borom‘rpl«m,
meTton | YO-cirextps NOnIoWedHs  nenpl- Cootsercrayer.
TYEeMOro pactsopa u pacteopa CO
. 2 BEPHA bapunupasupa B o6nacty ot 210 ngo
{;: p 0y JOR S 400 uM mOMKHEl HMeTs MaBKCHMYMbI
o hy 90911 H MHHUMYMBI NPH OHUX M Tex ske
P A JUTMHAX BOJTH
— REPAL - B Meton 2, Y®-criextpsl noriomenus OcHOBHO- | CooTeercTayer.
; HEHOGTH B3XX/IMI | ro nuka Ha XpOMAaTOrpaMmax Mcroi-
( TYeMoro pacrsopa u pacteopa CO
l& THEP i L{Janwnmpaanpa B o0nactu o1 210 uum
/é 2o 400 HM nOmKHEL HMeTs Makcu-
. j Y MYMBL M MMHMMYMBL MPH 0gunx u
: Jorex e amunax somm (pasmen «Konu-
MeCTBeHHOE onpeienenuey)
PECTBOPGHH%L_.;"' ‘He wmewee 80 % (Q) (CsHaFN;0,) Cooteerctnyer.
* ABUNMPaBHpPa Yepes 30 muy 99,72 %
Poncreenupre &, A Enuamunas HEHAEHTHDHLMPOBAKKAA Cootsercrayer. T
npumMecn %” ¥ oo TpiMecs — ne Gonee 0,10 %, Emnunynag HeHICHTHHUHpO-
: CyMMa npumeceis — He Gonee 1,0 % BaHRas npumeck — ke [TKO;
CYMMa MpHMeceit — Hiske [1KO
Muxpo6ronors- I'd po Kateropus 3A Cootsetctayer.
HecKas YHeToTa [Mporoxon nensrrammet Ne 21 -
—_— 2126/TIK ot 08.11.2021 r.

AHanuTHYeCKHui nacnopt Ne AP-2020-21
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ObwectBo ¢ orpannyennoii OTBETCTBEHHOCTHH
«HccienoBarensernii Hucruryr

AHQTUTHYECKRH nacnopT

L Xumuueckoro PasnooSpasusin
|
I

141401, PP, Mockosckas obnacre, r.o. XHUMEH, I. XuMKH, v Pabouag, 1, 2A, CTp. I__]
L Hoxasaremn MeTozsr Hopmur Pesynbrare "
Oauopoanocrs I'd PQ, B cootsercrenu ¢ TpeboBaHuIMK Cootgercrayer,
LA03HPOBAHHS crnocob 2 AV =368%
Koauwecrsennoe BIKX Ot 190,0 Mr 110 210,0 mr CsHFN;0, Cootsercrayer.
onpelenenue (dasunupasupa) s Tabnerre 195,67 mr B
Vnakoska [To 10 Tabnerok » KOHTYPHYIO A4CHKOBYIO ynakosky Cootaerctayer,
H3 KoMBuHMpoBalHOro MaTepHana Ha ocHose Goasru | IMo 50 Tabnetok B TIOTM3THHEHO-
amomuxuenolt (TIA/ANTIBX) u donuru AMOMHHHE- | BBIH (nakoH, ykyropeHHbI# mo-
BOH rieuatHol nakMpoBaHHOI. JIMIPONMIEHOBOR  KpBIUKOH ¢ |
Mo 40 nau 50 ra6uerox » MOMHITHACHOBLIR (r1akoH, | Braronornotutenem u KOHTpPO-
YKYNOPEHHBIA NOMHNPONHITEHOBOH KPBILIKOH € Braro- | nem nepeoro BCKPBITHS,
MOFNOTHUTENEM M KOHTPONEM NepBoro BCKPBITHA, | draxon smecTe ¢ HHCTpPYKuMeH
I rakon uam 1, 4 wan § KOHTYPHBIX #4eHKOBEIX yna- | 1o OPHMEHCHHUIO TOMEIIAOT B
KOBOK BMeCTE ¢ MHCTPYKLHeH Mo TIPHUMEHCHIIO MTOMe- | MawKy H3 KapToHa,
LIAIOT B MaYKy W3 KapToa.
MapkupoBia Ha xonmypuoit sveiosos ynaxosxe yxaswiea- | CooTseTcTByeT.
‘om. orotin XMUMPAP, toprosoe Haumenopanme se- Ha amuxemxe ¢naxona
KapCTBEHHOrO npenapara, Mescynapoatoe HemaTen- Ykasano: norotun  XHMPAP,

, CTOBEPeHHS, HaHMEHORBaHKE
" “t'pec (cTpaua, ropon),

BAlHE OpraHWsaL,
: ;‘};:ﬁxrpeﬁmem, €¢ anpec, TenedoH, 31eKTPOHHEIH anpec

" HOCTH, WITPHX-KOJ,

TOBAHHOC HAMMEHOBAHME, A0IUPOBKY, HOMep cepuu,
CPOK FOLHOCTH, HAHMEHOBAHKE NPOHIEOAHTES.

Ha smuxemre ghnaxona YRA3BIGQIOm, nOraTHIT
XHUMPAP, toprosoe HAMMCHOBAHHE NCKAPCTBEHHOrO
MPENapaTa, MEeXYHAPOAHOC HemaTeHTOBAHHOE Ha-
HMCHOBAHHE, KOJIHYECTBO TablIeToK BO (praKoHe, ne-
KapcTeeHHylo ¢opMmy, NO3HpoBKY, criocof TIpKMeHe-
HHA, YCIOBHA XpaHeHHA, HaHMETORANMS NPOHABOIH-
Tens, Homep cepum (Cepus No), cpok roasocty (logen
70). JononHutensuo ua ITHKETKY MOryT ObITL Haue-
CeHbl hapMakon, Koa MakeTa 1 TEXHHYECKHE MOTKH,

Ha nauxe wz xapmona YR@zvI6Qom: norotun
XHUMPAP, nororun Cronkoso, Toprosoe HAUMEHORA-
HHEC NEKapCTBCHHOTO Npenapara, MEKIYHAPOOHOE He-
MATEHTOBAHHOE HAHMEHOBAHHME HA AHMIHICKOM H pyc-
CKOM 3bIKe, N03HPOBKY, I€KapCTBeHNYI0 opMy, Ko-
TMYECTBO TAabJIETOK B YNaKOBKE, CrOCOG [IPHMEHEHUY,
YCTOBHA  OTMyCKa, mpemympenuTensHble HaAMmUcK
«lIpumenats no HasHaueHuo Bpauay, «llepey ue-
NOJIB3OBAHHEM [POYHTATE HHCTPYKLHIO o npHUMeHe-
HHIOY, «XPaHUTL B HEJOCTYTHOM nis Jetel MecTen,
YCIIOBHA XpaHeHUs, HHPOpMALKs 0 cocTape npenapara
(HauMeHoBaHMe KO/IHYCCTBO AEHCTBYHOLIErO Belie-
cT8a B | Tabnerke), Homep perucTpalnonkoro yuo-
acpxarens PY u ero an-
HaUMEHOBAHHE TIPENNPHATHS-
“TIPOH3BOAUTENA H ero COKpaleHHBIH aapec, HauMeHo-
: NPHHUMAIONUIEH npeTenzuu or
S caliT, HoMep cepun, DaTy M3roTOBAEHHS, CPOK rof-
Hononmuurensro na Na4ky MOKeT
ObiTh HaneceHa HHQOPMALHA [/ MOHHTOPHHrA nBu-
KEHWS NIEKAPCTBEHHOIO MpenapaTa oT POH3ROAMTENS

A0 KoHeuHoro notpeGurens (KOHTPONLHBIH (HaenTH-
brxaumonHBE) 3HaK — KH3), dapmaron u kox maxera.

| TOProOBOE HaHMEeHOBakHe nexap-

CTBEHHOrO Npernapara, MexIyHa-
ponHoe HENATEHTOBAHHOE Ha-
HMCHOBaHHE, KOMMYECTBO Table-
TOK BO (hIaKOHE, NeKapcTreHHas
thopma, noamposka, crocod 1pH-
MEHEHHSA, yCIIOBMA  XpaHeHHs,
HANMCHOBAHMA  MpPOM3BOAMTES,
Homep cepuu (Cepus Ne), cpok |
ronHoctH (lonen ao).

Ha naure uz kapmona yra-
3ado: norotun XHMPAP, noro-
THI CKOJTKOBO, TOProBoe HamMe-
HOBAHHE N€kapCTBEHHOrO mnperia-
paTa, MexIOyHapomHOe HenaTeH-
TOBAHHOE HAMMCHOBAHHE Ha aMr-
TMHCKOM M PYcCKOM si3blke, f0-
SMPOBKY, NekapeTBeHHas (opma,
konwuecTBo TabneTok B ymaxon-
ke, crocob npumeHeHus, ychao-
BHA OTMYCKa, IIpemyrnpentres-
Hble HaanucH «TIpumensTts 1o
HazHaveHuto Bpauay, «[lepen wc-
NONh30BAHUEM [POYHTATE HHCT-
PYKUHIO  no  npumenenwmion,
«XpaHuTs B HEOOCTYNHOM [/
AeTedl MecTe», venosus Xpaxe-
HMS, MHOpMauMs o cocTame
npenaparta (HauMeHOBakHWe M KO-
JIHYECTEO  OCHCTBYIOIIEro Belie-
cTBa B | Tabrerke), Homep peru-
CTPaLHOHHOIO  YIOCTOBEpPEHUS,
HaHMCHOBaHue nepxatens PY u
ero ampec (ctpama, ropon), Ha-
HMEHOBaHHe NPEATPUATHS -
NPOM3BOAHTENA H €I0 COKpALIEH-

AHanHTHYECKHI nacnopt Ne AP-2020-21

Jner 2 w3z 3



@ CDRI «Hceneqosarenbeknii MucTHTyT

OBuieeTBO ¢ 0rpsitueHHON 0TBETCTBEHHOCT b0

CHEMICAL "
DIVERSITY Xumuueckoro PasnooBpasnsy»

|

AHAIMTHYECKHIT nacmopT l

141401, PO, Mockosekas obnacty, 1.0, Xumky, r. Xumrw, yr, PaGouas, 1, 2A, . | 7

ITokazarenn MeTonni Hopmu:

F

]
Pesynsrarin

HBIA ajpec, HAUMEHOBAHHE opra-
HH3AUHH, TMpUHWMAtOLLCH npe-
TCH3WH OT moTpebutens, ee an- |
pec, TejedoH, 3NEKTPOHHRIA an- |
pec W caliT, HOMEp cepuu, Oary
OTOB/IEHMA, CPOK TIOAHOCTH,
wTpHx-koa. HonoauurensHo Ha
nayky HaHeceHa wuHboOpMAaLus
ANA MOHHTOPHHTE JABMIKEHHS fe-
KapeTBEHHOrO0  npenapata  of
MPOH3BOMAHTENS [0 KOHEUHOro
notpeduresns (KOHTpORBHEIH
(MIeHTHOHKALHOHHDIH) 3HaK -
KH3).

H3r

Xpanenne Tpu Temneparype He Boiwe 235 °C CootsercTryer,

Cpox roanocTy 2 roma CootBercrayer.

3AKJIIOYEHHE:

KO,

JICKapCTBeHHbIH mpenapatr ABUMABHP taGneru, [IOKPEITBIE TIEHOYHOH 000104~

200 mr, cepun 1441021 coorsetcTByeT TpeboBanuam HII JITT-006225-061120 ¢ uam. Ne 1,2.
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