WHTennext Ha sawure OBLLECTBO C OFPAHUYEHHON OTBETCTBEHHOCTBIO
3A0poBbA

«HAYYHO-TEXHONOMMYECKASR SAPMALEBTHYECKAA ®HPMA «NOAMCAHs
192102, Canxr-Nerepbypr, ya. Canosa, 72, kopn.2, nuT.A,

® NMNOJIUCQH  er:s127108225 akc: 812764 6284, e-mail: infodpolysan.ru

AnajATH9ecKkuii nacnopr Ne 65

Ipenapar: HTO®JIABUH®, PACTBOP 119 BRYTPHBEHHOI0 BBE/ICHHS

Cepus: 40120 PN003135/01
®opma BRITYCKa: PacTBOp I BHYTPHBEHHOTO BBEACHHS
(ammyna) 10 mn x 10 (mauxa KapTOHHA)
Komugectso: 11684 ym.
Hara u3roroBnenns: suBapb 2020 r.
JaHHBIe aHAIH3a
Hokazarenn TpeGopannsa ®CII P N003135/01-220319, Hannnie
Hm. Ne 1 AHAJIH3A
1 2 3
1. Onncanne Tpospaunan xumxocTs X&nTOr0 Ipera ITpospaunas
(Busyanssmiit Meton, I'® PO") AHIKOCTS XKETTOro
IBeTa
2. MommHHOCTS:
- pubodnasrna docdar matpus CriexTp nornomenns HCMLTYEMOrO pacTBopa, Cootsercrayer
TPHNOTORNICHHONO IS KOMHYECTBEHHOIO ONpeneeHns,
TNomTyseHHE Ha CNexTPodoToMETpe B KIoBeTe ¢
ToMuHROA cnox 10 M B o6nacTH ot 300 10 550 1M
AODKEH HMCTh MAKCHMYMBI PR (445+2) v u npm
(3732) um (Cniextpodoromerphs)
- AHTapHadA KHCJIOTa Ha xpomarorpammax HCTINTYEMOTO PacTBOPa JODKHEL
= MEIMIOMHH ﬂpﬂc}fm‘nom JiBa OCHOBHEIX HKa, Oomwmnym Cmcnym
- HHO3HH IO BpeMeHaM y;;epmmanm TIHKAM HHO3HHA H'
HHKOTHHAMHIA mcmomm“m
= AmmmonmerHMlm},umocmmmm,
COOTBETCTBYIONIMX 110 BDEMCHAM YNCPAUBAHHS ITHKAM
SHTapHOR KHCIOTH H METIOMMHA
(pedpaxromerpHyeckoe JCTEKTHPOBAHME), Ha
XPOMBTOTpaMMaX PacTBOpa cpasHeHHA (a) (BIXX)
3. Ipozpausocts Homken 66rts npospausM (D Po") Ipospaunkit
4. pH Ot 6,0 50 7,0 (T® PD°, HOTeHIHOMETPHYeCKH) 6,7
5. Misenexaemuiii 06BEM, Ma He Menee HommHamsHoro (F® P®*) 10,1
6. Mexanuueckne BKmOgeHns
= BHOHMBIC MEXAHHYECKHE BIIIOYCHHS Homxen COOTBETCTBOBATE TpeGoBaHHAM Covrmycr
("D PO’, BusyansHsii)
- AHEE YHCII0 9ACTHIL 10 MxM H Gonee ne 10 Mxm 1 Gonee - 23
HCBRIMMEIC MEXAHHTYECKHE BRMOSEHHA .E:emo NpeBLILIATE 600’:;“ :.rl:no:n aMmnyne, a cpearce Ha amMmy Iy
YHCTIO wacm;noopmepozzs MKM l(:r%n;;!lenonsln; 25 MxM H Gonee — |
NpEBHILATE B OTHOH amIyne ; METON Ha IH!!!J‘I!
7. PoncTeenmzie mpamech:
- THNIOKCAHTHH, I'YAHO3HH Cymmaphoe conepxanne ne Gonee 3,0%o0r 0,4
HOMHHANILHOIO CONEPXaHAA HHO3HHA (BIXX)
- HHKOTHHOBaA KHCJIOTa He Gonee 3,0 % or HomumamsHoro CONlepXAHHA 0,1
HHKOTHHaMHJ1a (BIXX)
* HeHICHTHHUHMPOBAHHLIE MpHMecH Cymmaproe conepxanme or CYMMH Iuiomane 0,07
THKOB HHKOTHHAMM/IA H HHO3HHA He JI0JDKHO
HpeBHImaTts 2,0 % B3%x)
= JIOMHQIABHH He Gonee 0,20 % or HOMHHAIILHOIO CONepKaHHN 0
P uHa ¢ocdara Hatprs BIKX)
8. BaxTepHam HEIe 3HAOTOKCHIEL Ipenemsroe conepxanue He Gonee 17,5 E9/mn Menee 17,5
(T'® PO’, MeTon A)
9. AHOMANEHAY TOKCHIHOCTD HomkeH GHTL HETOKCHIHBIM HetokcHunnit
(T'® PO
10. Crepunsnocts Homxen 6uTs creprmsizmM (T D PO, meTon Crepmisuniit
MeMGpanHoOH GHIbTpaLmHH)
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11. KonwuecTseHHOE OnpeelicHHe ot 0,0018 10 0,0022 r/m Ci7H20NNaOoP 0,0019
(pubodnasuua dpocdara BATPHA)
(CnextpodoTomeTpis)
ot 0,090 5o 0,110 r/mn C4HeO4 0,099
(aTapHoO# KuCIOTH) (BIXKX)
or 0,1485 10 0,1815 r/mn C7H17NOs 0,1622
(MermomuHa) (BIXX)
ot 0,0180 o 0,0220 r/mn CioH12N4Os 0,0195
(uHO3MHa) (BIXX)
ot 0,0090 10 0,0110 r/mn CsHeN20 0,0099
(HHKOTHHAMMJA) (BIXX)

12. Ynakoska

To 10 mMn B aMmyiH KOPHYHEBONO CTEKIA. Ha
aMITyJTy HAK/IEHBAIOT THKETKY CAMOKICAIIYIOCA.

To 10 mn B amMmynax
KOPHYHEBOTO CTEKIIA.

Mo 5 ammyJ NOMEMAIOT B KOHTYPHYIO sreHKoBylo Ha ammyJry HaknecHa
ynakopky 3 TUEHKA TONHBHHHIXIODHIHOA. ARRERIES
KOHTypHY10 A6 HKOBYIO YIIKOBKY g";‘::y":’n‘i’::";moﬂ
TEPMOCKJICHBAIOT € ISHKOH OOKPOBHOM WIH | queyvonoif ynakoBke
$omLroif AMOMAHHEBOH, HIH OCTABIAIOT OTKPHITOR. | y3 niénkw
1 WK 2 KOHTYpHBIE T9eAKOBbIE YNIAKOBKH [1OTHBHHWIDUIOPHAHOR.
BMeCTe C HECTPYKIHEH 10 MPHMEHCHHIO MOMEAIOT 2 KOHTYPHBIE
B DauKy W3 KapToHa. JUid KOHTpOJIA mepsoro A4eHKOBBIE YNIAKOBKH,
BCKpHTHA GOKOBHIE KiamaHsl MavkH MOryT GBiTh | TEPMOCKICCHHEIC C
saKieeHH C JBYX CTOPOH OJTHKETKAMH HIH ngHKoH NOKpOBHOH, ¢
TEPMOCKIESHBI. mHCTpyKieH no
MPUMEHECHHIO
NoOMelmeHH B NaYKy H3
Ha.
13. MapkHpoBKa B coorsercreun ¢ TpeGopannamu ®CI1 P N003135/01- TpeGosaHusa
2203‘9, Ham. Ne 1 coOmoaeHs

*. neficTByIOLIEE H3IAHHE TocynapcTBeHHOH PapMakoneH Poccuiickoit ®enepain

JaKmOUYEHHE: COOTBETCTBYET TPEGOBAHHAM ®CII P N003135/01-220319, Ham. Ne 1

JlaTa BRIFAYH NGCNOpTa: 11.02.2020
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000 "HaywHo-TexHONOTMuUeckas bapManesmiyecxas dupma "nOMMCAH"
PASPENEHME HA PEAJIMBAIINID

or 19.02.2020

llpenapar, ¢opma BHIYCKa

OUTOSIABMH PACTBOD NI BHYTPHMBEHHOTO BBegenust 10 ma W10,
P

occuMckas Penepaumus

Cepus 40120
KommuecTBo no KOHTpONSA 11l 684 ynk
Konnuectso nocre KOHTpONSA 11 646 yox
N AxamuTuueckoro nacnopra 65

AHanNus OPOMSBOICTBEHHONR HOKYMEHTanmu
Hocbe Ha cepun IpOBEepeHo Oa
locke Ha cepuw onobpeHo da

KpuTuyeckme orTknoHeHms OTCYTCTBYIOT Ia

Cepma npouzsenmesHa u [IPOKOHTPOJIMPOBAHA B COOTBETCTBMM C JIMUEeH3MeNn
Ha NPOM3BONCTBO JIEKAPCTBEHHEX CpencTs, TpeBoBaAHMSMM
PEerMCTPALMOHHOTO NOCbe, TpeBoBaHMAMU OpraHM3auMKM NPOM3BOLCTBA M
KOHTPOJIA Ka4eCTBa JIeKAapCTBEeHHEX CpencTB (mpaBwui GMP), a makxe
VHEMM TpebBoBaHMaMY OelCcTBYDLero 2aKOHOZAaTeIbCTRA .

lponykuma paspemeHa x Peanmmsaunm da
YIOJIHOMOYEHHOe JMLO C//
Benyumit mmxeHep no
KadyeCcTBYy Crenanoea M.C.
(DomxHOCTE ) \@g.rmﬁc;:} / (pacmpporka aonnMcH)

Monoxenme o nuue, OTBETCTBEHHOM 3a BHIYCK cepum ( VYIIONMHOMOYEHHOM
JMUe [0 KadecTBY), OaTa yTs. 05.12,2019







