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OBLWECTBO C OFPAHHYEHHOM OTBETCTBEHHOCTBIO
«HAYYHO-TEXHONIOTMYECKAA GAPMALIEBTUYECKAA OUPMA «NONMCAH
192102, Cauxr-Nerepbypr, yn. Canosa, 72, kopn.2, AMT.A,

Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®@polysan.ru

Ipenapar: PEMAKCOJI® pacteop ans undysni
Cepus: 140420 JICP-009341/09
®Qopma omycka:  (GyTsuika) 400 Ma x 1 (mauka KapTOHHas)
Komugectso: 20033 ym.
Jlata u3rotToBnenus: anpems 2020 r.
JanHble aHaNIH3a
Iloka3zareas TpeGosanna HJ JICP-009341/09- JaHHble AHAIH3A
210817, m3m. Na 1
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1. Onucanne IMpo3paunas GeciBeTHas XHIKOCTD CO Tpospaunas
cnaGEIM XapaKTepHBIM 3aIaXoM Gecupersas xmK0CTS
(Opranonenraueckuit MeToxn) ©0 claGhim
HBIM 3aM1aXoM
2. TloHHEOCTS:
- HaTpHit Hammume anamaTHyeckoro carsana npu [IpacyrcTByer
KOJIMYECTBEHHOM OINpEiC/ICHHH HATPHA
(A3C)
- Kammii Hanuuue anamitayeckoro curuana npu Ipucyrersyer
KOJIMYECTBEHHOM OIIpEe/ICHHH KAIHA
(A3C)
- AHTAPHAL KHCIOTA Bpemena yiepxuBaHus ITHKOB SHTAPHOMH CooTBeTCTBYIOT
ki KHCJIOTE], METIIOMHHA, HHO3HHA,
« B HHKOTHHAMHJIA H MCTHOHHHA Ha
XpOMAarorpaMMax HCIBITYEMOrO pacTBopa,
i mo‘;ﬁg;m TOMYYeHHHBIX IIPH KOMHYeCTBEHHOM
omnpeJieNIeHHH, I0/DKHBI COOTBETCTBOBATE
BPEMEHAM ylepKHBaHHA [THKOB
COOTBETCTBYIOIMX BEIIECTB Ha
XpOMAaTorpaMMax pacTBOpa CpaBHEHHH (a)
(BIXX)
- XJIOPHJTE! Xapakrepras peaxam:: I ) IonoxarrensHas
HECTBCHHAA peakumi, Eur.Ph.*, AKLHA 8,
- MaruuH gcaocne NpHOARNEHAA AMMOHHS XJIOpHAA Tonoxurensnad
pactsopa 10,7 % u aMMOHHA KapGoHaTa
pactsopa 15,8 % He 6onee uem nérkoe
NOMYTHEHHE; NMPH AanbHefleM npHOaBIeHHH
IOHHATPHA rHApodocara pacTeopa 9 % Genbiii
KPHCTa/UTHYeCKHH 0CaNloK, HepacTBOPHMBIH B
aMMHake pacTBope (KauecTseHnas peaknus)
3. IlpospaunocTs JlomkeH GbITH MPO3paYHEIM Ipospaunstis
(T'® XIII, pr3yamsHeti MeTox)
4. IlserHoCTS HomkeH GuITh GecLBeTHEIM BecupeTHEIif
(I'd X111, Bu3yansHuii MeTox)
S5.pH Or 6,0 10 8,0 6,3
(T'® XIII, noteruyomeTpHyeckuit MeTon)
6. Mexanugeckne BKIO9EHHA
~ BHIMMbIC MEXAHHYECKHE BKITIOYEHHA HomkeH cooTseTCTBOBATH TpeGOBAHHAM Cootsercteyer

— HEBHAHMBbI¢ MEXAHHYECKHE BKTIOYECHHA

(I'® XIII, BusyansHbii MeTox)

B 1 M1 cpenee 9HCIIO HacTHIL Pa3MEPOM
10 MxM 1 Gonee He NOMKHO NpeBHmATs 25, a
CpenHee THCIIO YacTHL pasMepoM 25 MM | Gonee
He fAomkHO npeesimats 3 (M XIII, meton 1)

10 MxM H Gonee— 18 1 Ma
25 mxm u Gonee =0 1 M
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7. UsBnexaeMsilt 06bEM, M He menee HomunansHoro (T XIIT) 405
8. PoacTeeHHbIe IPHMECH:
~ THTIOKCAHTHH H TYaHO3HH — He 6onee 3,0 % ot HoMHHaNBHOTO 0,4
cofiepkaHuA HHO3HHA (BIXKX)
- HEKOTHHOBAA KHCJIOTa ~ He 6onee 3,0 % OT HOMMHANBLHOTO 0.3
coflepxaHKa HHKOTHHaMHa (BIXCX) ’
- HeHIeHTAQHIMpPYeMEIe NPHMECH — CymmapHoe conepikaHue 0.4
HeMIEHTHOULIMPOBAHHBIX MPHMeCeH B '
TMPOLIEHTAX OT CyMMBI TUIOIAaeH ITHKOB
HHKOTMHAMHMJIA, HHO3HHA H METHOHHHA He
JomxHo npepbinats 2,0 % (BIXX)
9. OcMONANEHOCTD Or 296 no 362 MOcMm/kr 323
(T'® XII1, kprockonHIeckni MeToN)
10. BakTepuanbHbe 3HIOTOKCHHEI IMpenensHoe conepkauue He Gonee Menee 1,9
1,9 EQ/mMn (I'® XII1, meTon A)
11. CrepribHOCTE JlomxeH OBITH CTEPHIBHBIM CrepunbHEL
(T'® XIII, MmeToa MeMGpanHo# GHILTPALHH) CEpHA BHITYIUCHA N0
napaMerpaM = |
12. KonuuecTBeHHOE onpenencHAE ot 132 o 162 mMoms/nt HaTpra (AC) 143
ot 3,6 1o 4,4 mmons/n kamia (A3C) 39
or 1,13 no 1,39 mmons/n maruns (THTpuMeTpHY) 1,28
ot 98 10 120 MMoNE/ xn0pHaOB (THTPHMETPHA) 108
ot 4,75 no 5,81 r/n C4HsO4 (axTapHoi kucaoTH) (BIXKX) 5,06
ot 7,85 Ao 9,60 r/n C;Hi7NOs (Mmermomuna) (BOXKX) 8,50
ot 1,80 no 2,20 r/n CioH12N4Os (MHO3HHa) (BIXX) 1,96
ot 0,225 no 0,275 r/n CsHsN20 (HukoTHHAMHAA) (BIXX) 0,248
ot 0,675 10 0,825 r/n Cs HNO:S (MeTnonuHa) (BIKX) 0,747
13. YnakoBka Mo 400 Mn & GYTHUTKH CTEKNAHHBIE BMECTHMOCTBIO 500 MA1 no Mo 400 mn B GyTeinKax

HCO, yxynopeHHsie npoSxamh 1o pesurn no HCO, ofmarue
KO/NAYKAMH KOMGHHHPOBAHHHMH H3 AMIOMHHHA H IL1ACTMACCH

CTEKJIAHHBIX BMECTHMOCTEIO
500 mMn, YKYNOPEHHBIX

no 'OCT wm HCO. NpoGKAMH H3 PE3HHH H
Ha GyTHUIXY HAKIEHBAIOT ITHKETKY camoxneamyroca no OCT 0ofaATLIX KOMMAYKAMH
HIH KMNopTHY10. Kaxayio GyTsunky sMecTe ¢ HHCTpyKume no KOMOHHHPOBAHHEIMH H3
MEIHUMHCKOMY MPHMCHCHHIO NOMEIIAIOT B NAYKY H3 KAPTOHA, AMOMHHHA H IUTACTMACCH,
HA KOTOPOH JOMYCKACTCA HAHCCCHHE ITHKECTKH KOHTPONA Ha 6yThKy HaknecHa
NEPBOTD BCKPHTHA. ITHKCTKSE CAMOKJICAIIAACA,
[Ma%x! NOMEIMAIOT B IPYTINOBYIO TApY. Koxnas GyTeinka smecte ¢
HHCTpYKuHeR no
METHLHHCKOMY
NPHMEHEHHIO NOMEMEHA B
NaYKy H3 KAPTOHA.
TpeGorarma HJI x ynaxoexe
coOmoncHN.
14. Mapmpomca Cornacto TpeSopannam HII JICP-009341/09-210817, oM. Ne 1 | CooTeercreyer TpeGorannam

* - peficteylomee w3nanue Esponeiickoft @apmakonen

Zaxmouenne: cooTBercTByeT TpeGosannam HII JICP-009341/09-210817, u3m. Ne 1

Hara seinagn nacnopra: 30.04.2020
3asenyrommuit KARJI
Hagamsank OKK

JIApeKTOp MO Ka9eCTBY

Cpox rogaocts o: 04 2025

Cankr-Nertepb
HayuHo-T8xHoNnoMy i
thapmauesTMecKan dwpma

«NONMNCAH»
ANs QOKYMEeMTOR

g
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PABPEINEHME HA PEAJIM3AIMID
or 08.05.2020

MpenapaT, ¢opMa BHMYyCKa

PEMAK acTB 51 mabysmmm, 400 mn, Poccuiickas denepaums
Cepusa 140420
KonmmuyecTBO OO KOHTpONSA B 20 033 ynx
KonnuecTBO noclsie KOHTPONA 19 944 ynr
M AHanMTMHEecCKOI'© nacnopra 375

AHanMB NPOMBSBONCTEBEHHOM JOKYMeHTaUMH
IJocke Ha cepun MpOBEpPeHO da
Hocbe Ha cepuio onobpeHo Jda

KpuTuueckue OTKJIOHEHMA OTCYTCTBYLT Ja

Cepua nNpous3BeneHa M NPOKOHTPOJMPOBaHA B COOTEBETCTBUM C JIMLEH3MeH
Ha NPOM3BOICTBC JIeKapCTBEHHHX cpencTsB, TpeboBaHMAMM
perucTpalMoHHOTO Oochke, TpefoBaHMAMM OpPraHM3auMy NPOM3BONCTBa M
KOHTPOJIA KadYecTBa JIeKapCTBEHHHX cpencTe (npaeun GMP), a Takxe
MHEIMM TpefOoBaHMAMM INelCTBYyKUero 3aKoHOOaTelbCTEA.

[IpoOyKUMA paspelieHa K peaims

YnosHOMOYEHHOe JIMLO

Benyumi MHXeHep o

KadecTBY CrenaHoBa M.C.

S— 7
(ODOMXHOCTS ) (noonuce )/ (pacumrppoBKa nonnucu)

llonoxeHue © JMLE, OTBETCTBEHHOM 3a BHNYCK cepuy ( YIOJHOMOUEeHHOM
IMue no xadecTBy), naTta yTe. 05.12.2019







