WHTennexkT Ha sawuure
' 3Q0POBbA

® NOJIMCQH

OBLLECTBO C OrPAHWMEHHOM OTBETCTBEHHOCTbIO
«HAYYHO-TEXHO/IOTMMECKAA ®APMALIEBTHYECKAA ®HPMA «NOMUCAH»
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AnasmTayecknii macnopr Ne 1081

IIpenapar:

Cepus. 681219
dopma eemycka:  (GyTsuika) 400
Konuuectso: 19957 yn.

PEMAKCOJI® pactBop Aast HEY3HH

M x 1 (nadka KapTOHHAs)

Jlata uarotornenus: nexa6ps 2019 r.

JlanHbIe AHAJIH3A

JICP-009341/09

Iloka3zaTeib

Tpe6osanna HJI JICP-009341/09-
210817, m3m. Ne 1

JlaHHbIC AaHAJIH3A
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1. Onucanne

Ipospaunas GecuBeTHAA XKHUAKOCTB CO
cnabbIM XapakTepHEIM 3aMaXxoM
(OpranonenTH4eCKHi METON)

Tpospaunas
GecuBeTHaA XKHIAKOCTE
co crabuM
XapaKTepHBIM 3aMaxoM

2. IToAMTHHHOCTB:
- HaTpHi

- Kanui

- SHTApHAad KHCJIOTa
- METTIIOMHH

- HHO3HH

- HAKOTHHAMH]1

- METHOHHH

- XJIOPHIIBI

- MarHmi

Hanuyse aHAMHTHYECKOTO CHTHATA IPH
KOJIMYECTBEHHOM ONpe/ieIeHHH HaTpHA
(A3C)

Hanuure aHATHTHYECKOrO CHIrHajIa MpH
KOJNHYECTBEHHOM OTpe/Ie/ICHHH KalHs
(A3C)

BpeMeHa y/ep KHBaHHs IMKOB SHTapHOH
KHCJIOTHI, METTIOMHHA, HHO3HHA,
HHKOTHHAMH/Ia H MCTHOHHHA Ha
XpoMaTorpaMMax HCIBITYEMOTr0 pacTBopa,
NOMy4CHHHBIX IIPH KOIHYCCTBEHHOM
onpe/e/IeHHH, JIOJDKHBI COOTBETCTBOBATE
BpEMEHaM YAEPKHBAHHSA THKOB
COOTBETCTBYIOIIHX BEIECTB Ha
XpOMaTOrpaMMax pacTBopa cpaBHeHHs (a)
(BIXX)

XapakTepHas peakIus

(KavecTpeHnas peaxupd, Eur.Ph.*, (peaxums a))
TTocne npuGarIeHHs aMMOHHS XJIOpHIa

pactsopa 10,7 % 1 aMMOHHA kapGoHaTa
pactsopa 15,8 % ne Gonee yeM nérkoe
TNOMYTHEHHe; NpH JabHeimeM NpHOaBICHHH
muHaTpua ruapodocdara pacteopa 9 % Genbil
KPHCTAUTHYECKHH 0Ca/IOK, HEPaCTBOPHMBIH B
aMMHaKe pacTBope (KauecTBeHHaA peakiua)

[pucyrcTByeT
[IpucyrcTBYeT

CO0OTBETCTBYIOT

TTonoxmrensHas

TonoxurensHas

3. IIpospagnocTh

JlomkeH OBITE NPO3paYHBIM
(I'd XII1, susyansHbii MeTOR)

IMpo3pa4nbri

4. IIBeTHOCTD

JHomkeH 6bITh GeCLBETHHIM
(F'® XIII, prsyanbHLLH METON)

BecuseTHbIH

5.pH

Ot 6,0 no 8,0
(T'® X111, noTeHuMOMETpHYECKHA METON)

6,3

6. MexanudecKHe BKIIIOYCHHA
— BHAHMBIE MEXaHHYECKHE BKITIOUEHHA

— HEBHAHMBIC MEXaHHYECKHE BKJIIOUCHHA

JloJDKeH COOTBETCTBOBATh TPEOOBAHHAM
(I'® XIII, Bu3yansHbIH METON)

B 1 Mn cpeHee 9HCIIO YaCcTHIL pasMEpOM
10 MxM 1 Gonee He JOJKHO NMPEBHIMATE 25, a
cpeMHee TACHO YACTHII pasMepoM 25 MKM H Gonee
He JOJDKHO mpeBbimarts 3 (T XIII, meton 1)

CooTBeTCTBYET

10 MxM 1 Gonee— 1 B 1 Ma
25 MM 1 Gonee— 1 B 1 Ma
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7. U3BnekaeMbiii 00BEM, M1 He menee HomunanbHoro (I'® XIII) 405
8. PoncTBeHHEBIE IpHMeCH:
— TMIIOKCAHTHH M I'YaHO3HH — He Gonee 3,0 % ot HOMMHANEHOTO 0,4
CoJIep;KaHHA HHO3HHA (BIXKX)
— HHKOTHHOBAA KHCJIOTa — He 6onee 3,0 % ot HOMHMHAJIBHOIO 0 3
conepikaHHa HHKOTHHaMuaa (BXX) ’
— HEHJIEHTHQHIUPYEMEIE IPHMECH — CymmapHoe conepskaHHe 0.6
HEHICHTHQHLUHPOBAHHBIX MPHMeceH B g
NIPOLIEHTaX OT CYMMBI IUlowanei MHKOB
HHKOTHHaMHJa, HHO3HHA H METHOHHHA HE
JO/DKHO npeBbIlath 2,0 % (BIXX)
9. OcMonANBHOCTE Ot 296 no 362 MOcM/kr 32xi
(T'® XIII, xpHOCKONHYECKHH MeTON)
10. bakTepuanbHBIE 3HXOTOKCHHBI IIpenensHoe conepxanue e Gonee Meree 1,9
1,9 EQ/Ma (T® XIII, Meton A)
11. CrepunsHoOCTS JomkeH GBITH CTEPHIBLHBIM CrepunbHELH
(I'® XIII, MeTon MeMGpaHHOH (pHIBTpaLIMH) CEpHs BhIMyLICHA 0
napamerpaM
12. Ko JIHYECTBEHHOE onpeaeNeHHe ot 132 no 162 MMons/n HaTpHA (A2C) 142
oT 3,6 no 4,4 MMons/n kanHs (A3C) 4,0
ot 1,13 no 1,39 mmons/n maruus (Tutpumetpha) 1,24
oT 98 10 120 MMonb/1 XIOpHIOB (THTpHMETPHA) 109
ot 4,75 no 5,81 r/n CaHsO4 (aHraproit kucnorsi) (BXX) 5,22
ot 7,85 no 9,60 r/n C;Hi7NOs (Mermomuna) (BIXKX) 8,61
ot 1,80 1o 2,20 r/n CioH12N4Os (HHo3MHa) (BIKX) 1,97
ot 0,225 no 0,275 r/n CsHsN20 (HHKoTHHAMHIA) (BKX) 0,247
ot 0,675 no 0,825 r/n Cs HiiNO:S (MeTHOHMHa) (BIXKX) 0,744
13. Yoakoska Io 400 mMn B GYTHUIKH CTEKNAHHBIE BMECTHMOCTEIO 500 MA1 no IMo 400 mn B Gymeinxax
HCO, yxynopentsie npoSkamu 13 peaunsi no HCO, obxarsie CTEK/IAHHBIX BMECTHMOCTBIO
KONNaYKaMH KOMOGHHHPOBAHHBIMH M3 &TIOMHHHA H MIACTMACCH 500 Mn, yKynopeHHRX
no F'OCT wam HCO. NpoGkaMH H3 PE3HHM H
Ha GyTHUTKY HAK/IEHBAIOT ITHKETKY CaMoKAeAILyiocs no OCT 06XKaTHIX KONNAIKAMH
WIH HMNOPTHYIO. Kaokayto GyTeinky BMECTE ¢ HHCTpYKumeH o KOMOGHHHPOBAHHBIMH H3
MEJHLHHCKOMY NPHMCHCHHIO MOMEIAIOT B NAYKY H3 KAPTOHA, AMOMHHHA H TTACTMACCH,
Ha KOTOPOH JIOMyCKAcTCA HAHECEHHE ITHKETKH KOHTPONS Ha 6ymaunky Hakneena
NCPBOrO BCKPHITHA. ITHKETKA CAMOKJICAIMANCA.
[Nayxu NOMEmAIOT B rPYNNOBYIO Tapy. Kaxnas Gyrsinka mecte ¢
HHCTpyKumeii no
MCTHLHHCKOMY
NPHMEHEHHIO MOMEINEHA B
MauKy H3 KApTOHA.
TpeGoanns HJI x ynaxoske
colmoaeHH.
14. Mapmponxa Cornacho tpeGoannam HJI JICP-009341/09-210817, uam. Ne 1 CooTeeTcTBYET TpeGOBAHHAM

* - neiicTBylomee w3nanue Esponeiickoii ®apmakonen

3akmouenne: cootBeTcTBYeT TpeGoBanuam HJI JICP-009341/09-210817, uam. Ne 1

[ara Belnayn macnopra: 13.01.2020

3aBenyrommit KArJI
Havameuux OKK

/ JlapeKTop no KayecTBy

Cpoxk rogsoctH go: 12 2024

CankT-MeTepbynr .. c_f’
HayHHOJEXHOﬂOMHéRBﬂ'/ A. B. Cxox
(4

hapMaLeBTUYECKaR TvDMa

«MONVNCAH»

ONs QOKYyMeHTos
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PASPEINEHME HA PEAJM3ALVK
or 17.01.2020

llpenapaT, QopMa BHIIyCKa

PEMAKCOJ pacTeop ans uudyswiz, 400 mn, Poccuimckas denepaums

CepuAa 681219
KonmuecTBO OO KOHTPOJA 19 957 ynx
KonnMuyecTBO TOCJIe KOHTPOJA 19 868 ynk
N AHaJIMTMUYECKOT'O [NaclopTa 1081

AHanus OPOUSBOACTBEHHOM JOKYMEHTAUMMK
Hocbe Ha cepuwn OPOBEPEHO Ia
IJocbe Ha cepuio OoHoOpPEeHO aa

KpurmMdyecKmne OTKJIOHEHMA OTCYTCTBYKT Ha

Cepus NpoMsBeIeHa M NPOKOHTPOIMPOBaHAa B COOTBETCTBMM C JIMUEH3NEH
Ha NPOM3BOLCTBO JIEKAPCTBEHHHX CPeNCTB, TpeDoBaHMAMMU
perucTpauMoHHOTO Oocke, TpeDOBaHMAMM OPTraHM3auMy NpOM3BOACTEA MU
KOHTPOJIA KadecTBa JIEKAapCTBEHHHX CPefcTB (Npasui GMP), a Takxe
MHEMM TpeDOBaHMAMM INeMCTBYyDHero 23aKoHoHaTeslbCTBa.

MponyKlUMsa paspelleHa K peajmsalmn

YrnonHoMO4YeHHOe JIMLLO

Benyumit MHXeHep 10
KadecTBY Crenaxsosa M.C.

(DOJIXKHOCTS ) (moanuch )f (pacumdpoBKa MOONMCH)

HoJiokeHUe O JNMle, OTBEeTCTBEHHOM 3a BHNYCK cepumr ( YIOJBHOMOYEHHOM
JMle o KadecTBY), mata yre. 05.12.2019







