CDRI

CH!MICAL
DIVERS

OfuiecTBO € OrpaHNYenHol OTBETCTBEIHOCTBIO
«Hceenzpopatenanekuii HucTuTyT
Xumuueckoro Paanoobpaszms [

I

AHAIHTHYECKAT macnopT

141401, PD, Mockosekas o6nacth, 1.0. XnMr, T XHMKH, ¥

a1, PaBoyan, 1. 2A, cTp. |

Haumenosanue nensrryemoro obpasua:

Hontep cepun:
Ofnem cepun:
IlponssoanTe/in:

Anammuuaccruil nacmopT Ne AP-1940-21

JlaTa npoussoncrna:

1'onen go:

AHAIH3ILI nmpoBenenb! 1o
HaTa cocTaBaenus::

ABVMOABHP, TadneTxy,
koli, 200 mr

1231021

3888 ym.

000 «MMUXP», Poccusa

10.2021

10.2023

HI JIT-006225-061120

28.10.2021

[OKPBITHIE THIEHOUHOH 060104~

cusm. Ne 1,2

IMokazaTenu MeToant THopmbl PesyabTarst
Ouncanue BusyanbHeiil | Kpyrasie ABOsKOBBIMyKIble Tadner- | COOTBETCTBYET.
KW, MOKPHIThIE TeHouHoR obonou- | Kpyrnsie 1BosKoBbITYKIIbIe Tad-
KOH KopuuHeBo-#cenToro upera. Ha | neTkud, nNOKPBITbIE NICHOYHOH |
ronepevHOM paspesc sapo TabneTkH | 060NOUKOH, KOPHHHEBO-JKENTOro

fenoro winH no4ytH Oernoro Leera ©
JKENTOBATLIM OTTEHKOM

upera. Ha nomepecdsoM paspese
aapo Ttabnetkn nout Genoro
LIBETA C HE/NTOBATEIM OTTEHKOM. -

TIoaIHHHOCTD

BIHX

Bpems ynepivBaHid OCHOBHOTO ITH-
Ka Ha XpOMaTorpamme WCMLITYEMORO:,
pacrsopa HOJDKHO coowe@%ﬁomk__:
BPEMEHH  Y/IePAMUBAHHS /i cﬁ{onﬂoro
NHKa Ha XpOMATOrpaMm

CO dasunupasupa (p'?iﬂﬂ’i 46{'0]114 1_

CooTnetcTayerT,

y.i} HES v < BEPHA
/ﬂ/!/{'/‘m-/
A1 20215

YD-criekrpo-
(poTomeTpHH,
MeTOo |

MeTon 2,
BOAX/IMIT

Y@-CriekTpbl  HOTTOWEHHs
(asunupasupa B obnacru ot 210 1o
400 HM JOMKHBL UMETE MAKCHMYMBI
¥ MHHHMYMBl MPH OJHHX H TeX iKe
ANTHHaX BOIH

Vd-criekTpsl NOTNOUWEHHA OCHOBHO-
ro NnU¥Ka Ha XpoOMaTtorpammax HCrbi-
Tyemoro pactsopa W pactsopa CO
tasunupasrpa 8 cbnact ot 210 um
A0 400 HM JOMKHBI UMETh MAKCH-
MyMBT M MHWHMMYMb! npH OJAHHX H
Tex e AMHaX BOomH (pasngen «Konu-
YECTBEHHOE onpeﬂcﬂeﬁne»)

YCCTBEHHOE ONpeseneHyey) - ;ﬁ .,mw

_CITEKT ; ’ o HCTHL ._
TyeMoro pacteopa H pacTsopa €OV

CootsercTByer.

Pacrropenne

I'h PO,
BIXKX

He menee 80% (Q) (CsHiFN;O,)
dhasunupasupa yepes 30 Mun

CooTBeTcTRYET.
95,85 %

Poacreenuble
npuMecH

BIAX

EnnHnvnas HenIeHTH)ULHpOBaHHas
npumecs — He Bonee 0,10 %

cymMa npumeceii — ne Gonee 1,0 %

CootsercrayerT.

EnuHuyHan — HewueHTHPHUMpO-
BaHHAA NMpHMech ~ Huzie [TRO;
cymma npumecelt — Hwke [TKO

Muxpobuonoru-
deckasi YHCTOTA

Td PO

Kareropusa 3A

CoOTBeTCTBYET.
MpoTokon uenplTanuid Ne 21-

2054/1TK o1 27.10.2021 r.

AnanutHueckui nacropt Ne AP-1940 2|

Jner 1 ua 3







CDRI

CHEMICAL
DIVERSITY

OButecTBO € OrpaniicHHOI OTBETCTBEHHOCTLIO

«Mceneropatensexuii Hueruryr
XHMH‘{CCROI‘D PEI‘SH(}Oﬁ_p“]!HH»

AHaIHTHYECKHIT nacnopT

141401, P, Mockoeckan 081aCTh, .0, XHMKH, r. XHMkH, vi. Pabouay, a. 2A, crp. |

k IMokrasartean MeToib Hopmel PesyvabsTaro
5 Oauopoanocrs I'd Pd, B cootBercTBHY ¢ TpeGoBaHHAMH CooTBETCTBYET.
1031 pOBaHUS criocol 2 AV=207%
Kounuecrsennoe B3XKX Ot 190,0 mr mo 210,0 mr C:H4FN;O, | CooTtrercrByeT.
onpelcIcHHe {(hasunupasupa) B Tabnerke 199,53 mr
Ynakopka [To 10 rabneTok B KOHTYpHYyIO AueHkoByio ynakosky | COOTBETCTBYET.
u3 koMOMHMpOBAaHHOrO MaTepHaia Ha ocHope Qonkry | [lo 50 TabreTox 8 noauaTuieHO- !
amomunnesolt (TTA/AN/TIBX) # Qoasrn amomuHde- | 8b (AakoH, YKYNOpPeHHBIA no- |
BOH NevarHoi JAKHPOBaHHOH. JIMIPOTIHACHOBOH  KPBIIKOH ¢ }
Mo 40 umu 50 tabnetox B nmonuaTHNEHOBLIM GNAKOH, | BJArONOINOTUTENEM W KOHTPO-
YKYNOPEHHbBIH NONHNPOMKISHORONA KPSILIKOI © BJ1aro- | 1eM Neproro BCKPBITHS.
MOTJIOTHTENEM W KOHTPOJIEM [TEPBOTO BCKPLITHA. 1 hnakoH BMECTe C WHCTPYKLHEH
-1 dnakon wau 1, 4 WiIH 3 KOHTYPHbIX SHEHKOBBIX YNa- | N0 NPHMEHEHHIO [IOMELAT B
| KOBOK BMECTE C HHCTpPYKIHEH MO MPUMEHSHUIO NTOMe- | MavKy H3 KapToHa,
LIAKOT B NayvKy M3 KapToHa.
Mapxuposka fa konmypuoil avelikoaoll ynaxoeke yrazwiéa- | COOTBETCTBYET.
jom. norotun XMMPAP, Toprosoe HauMeHoBaHUE fe- Ha  omuwremre @raxoua
| KapcTBEHHOro npenapara, MexayHapoiaHoe HenateH- | ykasawo: norotdn  XHMPAP,

TOBAHHOE HAHMEHOBAHUE, NO3IMPOBKY, HOMED CEPHM,

333@), ﬂeﬁonanrem:no Ha 3'mxemy MOryT 6b1Tb HaHe-
JceHbl apMaKo/], KO MAKeTa ¥ TEXHHYECKHE METKH.

Ha nauke u3 kapmowa ykaswléamdm:. JOLOTHIT
XHMPAP, norotun CkonkoBo, TOProBoe HaUMeHOBA-
HHe JISKapCTBEHHOrO MpenapaTa, Mesk/yHapomaHoe He-
MaTCHTOBAHHOE HAWMEHOBAHWE HA AHMTIHICKOM M pyc-
CKOM S3BIKE, NOIMPOBKY, JEKAPCTBEHHYIO hopMmy, Ko-
NHYecTRO TAGNETOK B YMAKOBKE, CNOCOO NpHMEHCHHS,
YCINOBHA  OTMYCKA, [MPEIYHIPEAHTE/ILHBIE  HAAMHCH
«[Tpusmenste no Hasnavenmwio spavan, «[lepen Me-
TTOAB30BAHHEM pOYMHTATH HI]CTP_VKLIHIO no F[pHMCHe-
HUio», «XpaHHTh B HEZOCTYNHOM ANnA JeTcH MecTen,
YCIOBUA XpaHeHus, uHdopMaLis o cocTase npenapara
(HauMEeHOBAHHE M KONMYECTBO AEHCTBYIOLICrO Belle-
cTBa B | TabneTke), HOMED PErHCTPAUHOHHOIO YIHO-
CTOBEpPeHHA, HaUMeHOBaHue nepskatens PY wu ero an-
pec (crpaHa, ropox), HaUMEHOBAHWE TMPEANpPUATHA-
NPOH3BOJIMTENS W €r0 COKpALEGHHBIR anpec, HaHMeHo-
BaHHE OpPraHM3alMH, TIPHHAMAIOLIEH TIPETeH3HH OT
notpebuTens, ce ajapec, TenedoH, 31eKTPOHHLIH anpec
W CafT, HOMEp CepHH, IATY W3TOTOBMNEHM, CPOK rof-
HOCTH, WTpHX-koA. JONOMHHTENBHO Ha TAYKY MOMXKET
OpITh HaHeceHa HHGOPMAUMA IS MOHHTOPHHTA [IBM-
JKCHMA NEKAPCTREHHOrO MPEnapaTa OT NPOM3BOLUTENS
[0 KOHEYHOro noTpeduTeNns (KOHTPONLHLIH (MASHTH-
HKranMoHHbIH) 3Hak — KM3), dapmarkos u koa mMakeTa.

TOProrgoe HAMMEHOBAHHE JieKap-
CTBEHHOIO Npenapara, MexjyHa-
poanoe  HernaTeHTOBAKHOC — Ha-
HMEHOBAHHe, KOMWYCCTRO Tabne-
TOK BO (/IAKOHE, JNEeKAPCTREHHAR
dopma, HO3MPOBKA, chiocod npu-
MEHEHHs, VYCIOBHA  XpaHeHHs,
HAUMEHOBAHHA  [IPOH3BOANTCA,
Homep cepun (Cepus Ne), cpox
rogroctH (ToaeH go).

Ha nauxe uz xapmona yra-
3ano: norotun XUMPAP, noro-
THI CKOH[{OBO, TOProsoc Hanme-
HOBAHME NEKapCTBCHHOIO rnpeta-
parta, MEKIYHapOoIHOC HCHATEH-
TORAHHOC HAUMMEHOBAHHEC HA aHI-
NHACKOM H pYCCKOM A3bIKE, [10-
3HPOBKY, NexapcTBeHHas dopma,
KOMHYECTBO Ta0NeTOK B yNakos-
Ke, cnocob NpHMEHEHHA, YCII0-
BHA  OTIIYCKA, i][)C,ﬂynpﬁﬂHTCﬂb-
Hele Hanmucw «lIpumeHaTs no
HaszHayeHuio Bpauan, «Tlepen wc-
MONK30BAHKEM TIPOYMTATE MHCT-
pyKuHw 1o
«XPpaHWTL B HEAOCTYITHOM JUIA
JeTed MecTe», YCIOBHS XpaHe-
HHH, MHQOPMALMA O COCTaBe
npenapata (HAWMEHOBaHWE W KO-
JHUECTBO JEeHCTRYIOUEro Belie-
crea B | Tabnerke), HOMEp peru-
CTPALMOHHOIO  YHOCTOBEPEHHH,
HauMeHoRanHue nepxarens PY u
ero aapec (crpaHa, ropof), Ha-
HMEHOBAHHE I'!}JE‘}IU'[})HSITPIR-
[TPOHU3BOIHTENA W erc COKpalicH-

MPHMEHEHHWION, |

AHanuTH4eckHit nacmopr Ne AP-1940-21

Juct 2 U3 3






O01ecTBO ¢ OrpaHNYEHHOll OTBETCTREHHOCTEIO
CDRI «Mccaepopateanckii Hucruryr AHATHTHYECKHIT DACTIOPT
g?}ﬂ'}é% Xumiueckoro Pnzn:ooﬁpaum» .
141401, PO, Mockosckas obnacte, r.0. XumkH, r. Xumku, vi. PaGouas, 1. 2A., crp. |

| IToxazarenn MeTonn! Hopmpr PesyurtaThi !
HBIH azpec, HaWMEHOBaHUe opra- |
HW3alEH, OpHHHMAIOLlel  npe-
TCH3WH OT notpebuTens, ce azg-
pec, TenedoH, 3NEKTPOHHRIFA an-
pec W calT, HoMep Cepul, a4ty
MITOTOBNEHWA, CPOK I'OJHOCTH,
WTpHX-koa. [lonoaHuTenpHo Ha
Nayky HadeceHa HHGhOpPMALHSA |
U4 MOHHTOPHMHTA ABHMKEHHA Jie-
K4pCTREHHOr o npenapara or
MPOMIBOAUTEA A0 KOHEYHOro

. noTpebureis (KOHTPOABHBLIHA
(MaeHTHQUKALHOHHENT) 3HAK —
KH3).
XpaHenue Tpu Temnepatvpe He sbite 25 °C CootsetcTryeT.
Cpok roanoern | 2 ropa CootsercTayer.

SAK/IIOYEHHUE: nexapctsennbit npenapar ABUGABUP TabIeTKH, NIOKPBITHIE MIEHOUHOH 060104~
KoM, 200 mr, cepun 1231021 cooTseTcTBYeT TpeGOBAHMIM HJT JITT-006225-061120 ¢ u3m. No 1,2,

3aB. 1abopaTopueit KOHTPOIA KaYeCTsa Kectkopa U.I1.
JlomkHOCT @ H.0.

Noanuen, —— .
;A\“ /__'/!

[Toanucs

JMpeKTOp 110 KayecTBy
I dlonknocTL

s el
roafpEl

AHanutiyeckuii nacrnopt Ne AP-1940-21 Juer 3 u3 3







OfmecTio ¢

CDRI

n'l"\fﬁsm 141401, Poccuiteran Denepaunn, Mock
Ten.: (495) 995-49-41,

OrpAHHYEHHON OTBETCTBCHHOCTLIO

"Heeaenosatenseknii HHCTHTYT XHMHBYecKOrD PasrooGpains” (000 "HHXP™)

oBekan 06, 1.0, Xuskn, . Xumxn, ya. Pabouasn, 0. 24, ctp, 1
225-11-89, 925-30-74; ®axc: (495) 626-97-80

SOP-QA-D41-F02

[NOATBEPKAEHUE COOTBECTBHSA JIEKAPCTBEHHOI'O CPEACTBA

hl‘

=)

215/21-PhD/Mf

CepradHKaT cepun

Jlara srinamn; 28.10.2021

Haspanue nexapersentoro CpencTaa

ABHDABHP

MexITyHapoIHOE HeNaTeHTOBAHHO HaMMeHORaNIE
TEYILIHDOBOYHOE MITH XHMIYECKOE)

asunupasup

JlekapcTrennan gopma

TalNeTKH, MOKPEIThIE MIeHO4HON 060109k

Hosuposka

200 mr

KOH _:{sz 9%

®opma BoiTyeKa '§ !

i"ame"rm NOKPHITHIC NAeHOTHOH 060m04Ko#H, 200 mr (dnakon)

CEPUE 27 :M, a( ,, SD ¥%.1 (mauxa kapToHHas)
Homep cepuu X i 123]&.‘_{21
ObneM cepuy 13888 ynakosok
Jlata npoussoncrsa / /@'/ TOa% Jﬁ-} £ # ] ‘9202}
Iogex ao "'f*t.‘r: : 10 2023

Howmep u nara perucrpaisonnoro yroctosepenis

JITT-006225 ot 29.05.2020 (nata uameHeHHa 05.04.2021)

Haumenosanue n anpec nepiarens peructpamionnoro
YIOCTOBRPEHUA

cTp.

Obrmectso ¢ orpanuueHHON OTBECTBENHOCTEIO «KpoMucyH

(000 «Kpomucer)

IOpunmseckuit anpec: 121205, r. Mocksa, TeppHTOpHA
CK0KOBO HHHOBALMOHHOTO LeHTPa, Bomsmoi Gynesap, 1.42,
l,37. 0, moMm, 264

Haumenosanue v agpec npoussoautens

Crazun NpoU3B0ACTRA; MPOH3BOOUTEND (BCE CTALUN
IIpOH3BOLCTBA)

HOMBp JIMUEH3HH Ha IIPOH3BO/ICTBO

OBmecTE0 ¢ OrpaRKYeHHOM OTBECTBEHHOCTRIO

«Meenenosarennckuit Muethtyt Xumideckoro PazHooGpazman

(OO0 «MHXP»)
Oprmmeckuii anpec: 141401, Mockosckas o6n., r.0. XHMKH,

r. XuMkH, yn. PaGoqan, 1. 2A, crp. |

Anpec nponssoacTsa: MockoBckas 0611, T.0. XHMKH, T
Xumkn, yn, PaGouas, 1. 2A, cip. 1

00161-JIC

HopMmarusnas noxymenraums

JIT-006225-061120 ¢ wam. Ne 1, 2

HoxymenT, NoATBEp AAIOMIMH KAYECTBO Npenaparta

Ananutnyeckuit nacnopt AP-1940-21 ot 28.10.2021

3angrenue o ¢

epmupurkayuu

Hacrosmum s NOATBEPKAAI0, YHTO JAHHAN CEPHA JEKAPCTBEHHOID OpemapaTa npoH3IBeeHa H IPOBEPEHA coryiacuo

T[JEGOBEIHHIM JIHUEH3HH HA MPOH3BO/ICTEO, perucrpaun

onHoro gocee, Ilpasua Haanesxamedl NPOHIBOACBCAHOIN

OPAKTHKH H HHBIM COOTBETCTRYIOILHM 3aKOHOAATEILHBIM TpEﬁﬂBBHﬂHM.

_,;L---.;._q.\,
YnonnoMoquuown\Lio (@HO)

Hectroea Hpuna [Tasnosas

Homé;i H nara _nﬁ'fﬁéaza‘-Mnﬁgpana Poccru 06 atTectaumn
rE i e : i "Ei

Ne 228 o1 02.04.2021

A Ty

Hata







