WHTennekT Ha sawure
300pPOBBA

® NOJIMCQH

OBLECTBO C OrPAHMYEHHON OTBETCTBEHHOCTbBIO

«HAYYHO-TEXHO/IOTUMECKAA GAPMALEBTMYECKAA OUPMA «NONMCAH»

192102, Canxr-Netepbypr, yn. Canosa, 72, kopn.2, AuT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®polysan.ru

AHanuTH4eckuit macnopr Ne 1090

IIpenapar:

Cepns: 721219
®opMa BhIIyCKa:

Komuecrso: 19276 yn.

Hata n3roTorneHus: nexabps 2019 r.

PEMAKCOJI® pacrsop ans undysuii

(OyTsI1Ka) 400 M1 X 1 (MauKa KapTOHHAN)

JlaHHble anaH3a

JICP-009341/09

IToxazaTens TpeGosanna HJI JICP-009341/09- Januble aHAIH3A
210817, m3m. Ne 1
1 2 3
1. Onucanne Ipospaunas GecrBeTHAs XHAKOCTH CO Tpo3paunas
cnabbM XapaKTepHBIM 3aIaxoM GecrpeTHas Kuaxocts
(OpranonenTuuecku#t MeTon) €0 CRbEIM
XapaKTEPHLIM 3aMaxoM
2. TlommMHHOCTS:
- HaTpui Hamruue ananuayeckoro curnana npu IIpacyrcTByer
KOJIHYECTBEHHOM OIPEC/ICHHA HaTpHs
(A3C)
- KaUIHii Hanuqne ananutryeckoro curnana mpu IpacyrcTeyer
KOIMYECTBEHHOM OIIpeIe/IeHHH KT
(A3C)
- SHTApHAs KHCTOTA Bpemena ynepxHBaHAA MHKOB AHTApPHOH CooTBeTCTBYIOT
R I— KHCJIOTHI, METTIIOMHHA, HHO3HHA,
— HHKOTHHaMH/a ¥ METHOHHHA Ha
- HEKOTHHAMER XpOMaTOrpaMMax HCIEITYEMOTO pacTBOpa,
- S THOTE NONMY4YEHHHEIX NPH KOJMHYECTBEHHOM
OINpeZeNIeHHH, JODKHE COOTBETCTBOBATh
BpEMCHaM yJIep)KHBAHHA ITHKOB
COOTBETCTBYIOIIHX BEMIECTB HA
XpOMaTorpaMMax pacTBOpa CpaBHEHHs (a)
(BIXX)
- XJIOPHJIBI XapakrepHas peakuus IMonoxwurensuas
(Kagectsennan peakius, Eur.Ph.*, (peakuus a))
- MarHui [Tocne npuGarneHus aMmorus xopHza Tonoxurebaas
pactopa 10,7 % u ammonus kapGoHaTa
pactBopa 15,8 % He Gonee yem nérkoe
NOMYTHEHHe; NPH JaNbHeHINeM NpHGaB/IcHHH
AHHaTpHA ruapogpocdara pacteopa 9 % Genmii
KPHCTa/UTHYeCKHIi 0Ca/IoK, HEPACTBOPHMEIH B
aMMHake pacTBope (KauecTseHHas peaxuus)
3. IIpo3paynocTts Homxken GbITs Mpo3payHbIM IIpospauneri
(I'® XII1, Bu3yansHsii MeTox)
4. lipeTHOCTH JomkeH 66ITh GecLBETHBIM BecuperHbii
(I'® X111, pusyansueiii MeTon)
5.pH Or 6,0 no 8,0 6,4
(I'® XIII, noreHuMomeTpHieckuit MeToa)
6. MexaHHYECKHE BKIOYCHHS
— BHIMMble MEXaHHYECKHE BKITIOYEHHS HomkeH cooTseTcTBOBATH TpeGoBAHHAM CootsercTayer

— HCBHIHMbIC MEXaHHYECKHE BKIIOYEHHA

(T'® XII1, BuzyansHslii MeTox)

B 1 M cpennee ancno gacTHn pasmepoM
10 mMxM u Gonee He HOMKHO NpeBHmaTs 25, a
CpeaHee THCIO YACTHII pasMepoM 25 MM H Gonee
He No/kHO npeBbimats 3 (TP XIII, meton 1)

10 MxM H Gonee — 1 B 1 Mn
25 Mxm 1 Gonee — 1 B 1 Mn
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7. UsBnexaeMelif 00BEM, MJT He menee nomuHansHoro (I'® XIII) 405

8. PoncTBeHHBIE PHMECH:

— THNOKCAHTHH H I'YaHO3HH — He 6onee 3,0 % oT HOMHHAILHOTO 0,4
copepxanHa HHO3HHA (BOXX)

— HHKOTHHOBas KHCJIOTA - He Gonee 3,0 % OT HOMHHANBHOTO 0.4
comepskanna HuKoTHHaMuAa (B3XKX) ’

— HenieHTHHUIUpyEMBIE TIPHMECH — CymmapHoe conepiaHne 0.4
HEeHIEHTH(QHLHPOBAHHEBIX MPHMECEH B d
MPOLEHTax OT CYMMBI IUIoLIaaeH MHKOB
HHUKOTHHaMHJia, HHO3HHA H METHOHHHA He
nomkHo npessimath 2,0 % (BIXX)

9. OCMONAIBLHOCTE Ot 296 mo 362 MOcM/Kr 325

(I'® XIII, KpHOCKONHYECKHH METO)
10. BakTrepHanbHbIC SHAOTOKCHHBI IlpenensHoe conepkanue He Gonee Mesree 1,9
1,9 E3/Ma (T® X111, meton A)
11. CrepunbHOCTH JomKeH OBITh CTEPHIIBHBIM CrepHIbHBIH
(T'® XIII, meton MemGpaHHOH GHIBTPALIHH) cepus BHITYIIEHA TO
napaMeTpaM

12. KonuuecTBEHHOE omnpefieNieHre ot 132 no 162 MMoIB/N1 HATPHA (ASC) 141
ot 3,6 10 4,4 Mmons/n kamas (A3C) 4,0
ot 1,13 no 1,39 MMonw/1 MarHHa (THTPHMETPHA) 1,22
ot 98 no 120 MMons/n x10pHA0B (THTPHMETPHA) 108
ot 4,75 no 5,81 r/n CsHsO4 (aHTapHOH KHCA0THL) (BIXKX) 528
ot 7,85 no 9,60 r/n C7H17NOs (MermomuHa) (BIXX) 8,60
ot 1,80 1o 2,20 r/n CioH12N4Os (MHO3HHA) (BOXX) 1,97
ot 0,225 1o 0,275 r/n CsHsN20 (HuKkoTHHAMHAA) (BOXX) 0,242
ot 0,675 1o 0,825 r/a Cs HuNO:S (MeTHOHHHa) (BIXKX) 0,748

13. YnaxkoBka TMo 400 mn B 6yTeiNKH CTEKIAHHBIE BMECTHMOCTEIO 500 M o ITo 400 mn B GyTaunkax

HCO, yxynopenHsic npobkamH 13 pesinnl no HCO, obxarsie
KONMa4KkaMH KOMOHHHDPOBAHHBIMH H3 AMOMHHHA H ITACTMACCH
no 'OCT wnn HCO.

Ha GyThiIKy HAK/ICHBAIOT ITHKETKY camokieamytoca no OCT
HIH HMOOpTHYIO. Kaokayto GYTEUIKY BMECTE C HHCTpYKUKER no
MEIHLMHCKOMY MPHMEHEHHIO NOMEIAIOT B NAYKY W3 KAPTOHA,
Ha KOTOPOH AOIMyCKaeTCA HAHECCHHE ITHKETKH KOHTPONA
NEPBOr BCKPHITHA.

[Ma4kH NOMEILAOT B MPYNIMOBYIO Tapy.

CTeK/IAHHBIX BMECTHMOCTBIO
500 mn, yKynopeHHBIX
NpoGKAMH H3 PE3HHBI H
OOXKATEIX KO/IMAYKAMH
KOMOHHHPOBAHHBIMH H3
AMOMHHHA H TUIACTMACCHL.
Ha 6ymainky HaxnecHa
ITHKETKA CAMOK/ICAAACA.
Kaxnan GyTeutka BMecTe C
HHCTpYKUMeH no
MEQHLIHHCKOMY
NPHMCHCHHIO NOMCLICHA B
NavyKy H3 KapToHa.
TpeGopanna H]I x ynaxoske
co0MmONEHN.

14. MapxupoBka

Cornacko Tpefosannam HJ| JICP-009341/09-210817, u3m. Me 1

CooTtseTcTyeT TpeGOBaHHAM

* _ nefictByiomee u3nanue Esponefickoit PapMakoneH

3akmouenne: cootBeTcTByeT TpeGosanuam HIT JICP-009341/09-210817, m3m. Ne 1

Jara Begauu macnopra: 15.01.2020
3aBenyrommit KAnJI
Havansauk OKK

/ JHpeKTop 1o KauecTBy

Cpok roguaocTtd 10: 12 2024

HayuHO-TeXHOMOMYecksa
bapMaLesTHYeckan Onia

«MONUCAH»

Ons goKymerTOs

o

oA
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CankT-Metepaypr C___‘%:- A. B. Cxox

A. U. ®énoposa

C. H. CxopHk




000 "HayuHo-TexHONOrMuYeckas QapManeBTHYECKas bmupMna "IIOJMCAH"

PABPEIEHME HA PEAJIM3AIMD

or 22.01.2020

llpenapaT, ¢opMma BHOycka

PEMAKCOJI pacTeBOp nas mHbyswit, 400 Mn, Poccuitcras Pdenepamms

Cepusa 721219
KonmnuecTro no KOHTpOJSA 18 276 vk
KonmuuecTBo nocne KoHTposs 19 187 yox
N AnasmmMTuuecKOro nacrnopra 1090

AHanus NPOMSBOINCTBEHHOM NOKYMeHTALMM
llocke Ha cepuMp NpoBepeHO Oa

flocke Ha cepup onobpeHo Ia

KpuTuueckmne OTKINOHEHUS OTCYTCTBYRT da

Cepua npomusseneHa ¥ NPOKOHTPOJMPOBAHA B COOTBETCTBMU C JIMLEeH3Men
Ha NPOM3BOLNCTBO JIEKAPCTBEHHHX CPEeICTE, TpeBoBaHMAMU
PETMCTPAUMOHHOTO OoCke, TPeOOBAHMAMM OpPTaHM3AUMM MPOM3BOACTBA U
KOHTPOJIA KadecTBa JIeKAPCTBEHHHX cpelcTsB (npaBmn GMP), a Taxxke
VIHEIMM TPeBOoBaHMAMM NEeMCTBYDHIETO SaKOHONATENbCTEA .

Ilponykrumua paspemeHa K peajMzaalyu Oa

YIIONMHOMOUYEHHOe JIMLO

Bemgyumit uHxeHep no ;
Ka4yecTBy ; CrenaHoBa M.C.
(nonxHoCTE ) (nonnmce) ' (pacumupposka nonnmcu)

llonoxeHue o Jule, OTBeTCTBEHHOM 34 BHNYCK CcepuM ( YNOJTHOMOYeHHOM
JiMue I1o xKadecTByY), naTa yTeB. 05.12.2019







