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PHYHHA. AKTYATH3aUHA

JEKCKETOITPO®EHA TPOMETAMO\I
DEXKETOPROFEN TROMETAMOL
KonTtpoas kauecrsa mo H/L Pb 2142C-2020

Cocrasun

Coraacosajam

Yrsepani

Homxknocts: xumuk 11 kareropun AJl

JlomxuHocTs: HayanbHuk OKK

JIOMKHOCTS: 3aM. TEHEPAITBHOIO IH-
PEKTOPA 110 KAYEeCTH

HO®: M.B. KyxopeHko

2
HOD: O.B-3eutko, ., » »Z

HO®: T B-Bary

Ioanuee:

Hoannes\_ (& YL

MoANKCES.  Fm—2 —

Jlata: A\ 06 3044

Jara: 48 Op voad\ /

Jara: 48

JomkHocts: mukpotuonor Il kare-
rOpHH

JlonxnocTs: 3aM. HavaneHuka AJl

HO®: HA. Mansiruna 4 7

HO®: B.O. %w
Moanuck: “ A —

[Toanucs: ﬂ&

Jlata: AN € 1041

Jaa: 3806 acal. 7

JlomknocTs: 6nonor | kateropun

JlonxuocTs: Havanbuuk MBJI

HOD: MLA. denonnna

HO®: C.B.INonosgbha

[Moanuce: 3 ool

Moanucy: 724 < —

Tata: AN 404 d

Jlata: 46.06. JOL 4

JonxuocTs: HavanbHuk OCuP

HO®D: O.A, Bpémsa /

Moanuck: W

Hdara: 3¢ oc Jicad

JonxnocTs: HayansHuk O3

HO®: B.B. Jlatorypekuiyf

Ioanues: =7
4

Hara: 4% .C6. Jdoad
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Cneuudmkauua Ha HCXOAHBIC MaATCpHANbI

ﬂﬂl\

C-KO-14-0448-02

RRICHAARE | Crp.2mad

Ne [TapameTpbi Meronan Metonukn Kpurepun npuemaeMocTu
n/n KOHTPOJIs HCIIBITAHHI
1 Ipumenenne JIEKCketonpoden, pactBop A
BHYTPHBEHHOIO M BHYTPHMBILICHHO-
ro BBeJCHHA/ KOHUEHTPAT JUIA TIPH-
rOTOBJICHHS pacTeopa juiA HHDY3Hi
25 Mr/man
2 Hanmenosauue no-
Kasaresiei Kauecrsa:
2.1 Onucanue Buayanbubiii; COII-KO-14-102 Beneiit wim noyru Geawlit kpucran-
(cBoiicTBA) 'O PHIIL Tom 1, JTHYECKHH MOPOIIIOK.
5.11 Pacrsopum 8 Bozte u 96 % cnupre.
2.2 lNonuHHOCTD
(maenTHdukanms):
A. AGcopbunonnas | I'd PB 1L, tom 1, | Pasaen «lToumu- A. UK-criekrp nponyckanus Mcrbi-
cnekrpodoromerpus | 2.2.24 HoCTh (HaeHTudu- Tyemoro ofpasua J0JDKEH COOTBET-

B HH(ppakpacHOH
obnacty

B. AGcopbunonnas
cnekrpodoTomMeTpus
B yabTpaduonero-
BOH ¥ BHIMMOI 00-
nacTAX

2.3 Temneparypa
NIaBaeHUS

2.4 Tloreps B Macce
MPH BBICYLIHBAHHH

2.5 VenwHoe onru-
YeCcKoe BpalieHue

2.6 CyanaTnas 30-
na

2.7 Taxensie Metas-
JTb!

2.8 Conepxanue
TPOMETAMHHA

2.9 XupanpHas umc-
tota. Conepxkanue
R-u3omepa

I'd P11, Tom 1,

2.2.25

I'o PBIIL, tom 1,

2.2.14

I'd PEIL, ToMm 2,

2.2.32

' PBII, tom |,

2.2.7

'O PBIL tom 1,

24.14

' PEII, tom 1,

2.4.8, meton C

I'd PE I, Tom 2,

2.2.20

I'® PRI, Tom 2,

2.2.29

Kauus) A»
HJ1 Pb 2142C-2020

Pasnen «lloumn-
HocTh (MaeHTHH-
Kauus) B»

HJ1 Pb 2142C-2020

Pasnen «Temnepa-
Typa NiaBjaeHHA»
HJ1 Pb 2142C-2020
Pasnen «[loreps B
Macce npy BBICYIITH-
BaHHH )

HI Pb 2142C-2020
Pasnen «Vaensnoe
OITHYECKOE Bpalie-
HHEY

HJI PB 2142C-2020
Pasnen «Cynwar-
Has 3071a»

HJI Pb 2142C-2020
Pasnen «Tsxensie
METAILIBI»

HJI Pb 2142C-2020
Paznen «Conepxa-
HHE TPOMCTaMHHA»
HJ1 Pb 2142C-2020
Pasnen «Xupansuas
yucrora. Conepxa-
uue R-m3omepar
HJ1 Pb 2142C-2020

creoBatk UK-cnextpy nponyckanus
CO nexckeronpodena Tpomeramosa
(LGC Standards, Saurav Chemicals
Limited) wnm cnektpy, npeacras-
JICHHOMY Ha pucyHke 1.

B. HcnwiTyembiit  pacTBop Hmeer
MAKCHMYM [OIJIOIICHHA TPH JUIHHE
BOJHBI 255 HM

Ot 103,0 °C 10 107,0°C

He 6onee 0,5 %

Ot -4,0 no -6,0 B nepecuere Ha cy-
X0€ BELIeCTBO

He 6onee 0,1 %

He 6onee 0,001 % (10 ppm)

Ot 31,0 % no 33,5 %

He 6onee 0,2 %
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OAOBBMIS 100 1L HbW
CrneunduKkaums Ha HCXOAHBIE MATEPHAITHI —] :mas"",,,,,,CHC-KO-|4-O448-02
O [ Cmp3nsd

No [TapameTpsl Meroani Metoauku Kpurepun npuemMaeMocTH
n/n KOHTPOJIA HCITLITAHH

2.10 ComnyTcTByio- I'® PB I, Tom 2, | Pazanen «Conyrer-

IHE MPUMECH: 2.2.29 BYIOIIIHE TPUMECH )

- mobas eAnHuYHAas
npHMech

- CyMMa npuMeceH
2.11 Ocrarounsie
KOJIMYECTBA OpraHu-
HECKHX pacTBOpPHTE-
JIeit:

- METaHo!1

- ITHIALEeTAT

2.12 KonnvecrseH-
HOE OTIpe/IeNIeHHE

2.13 bakrepnanbHbie
IHAOTOKCHHBI *

2.14 Mukpobuono-
ruYecKas YHCToTa:

- o01iee KoNHYeCTBo
aspobos (OKA) u
of1iee KOJIHYEeCTBO
rpudon (OKI') cym-
MapHO

- IpaMOTpHIIATE b=
HbIX Gakrepuii, To-
JIEPAHTHBIX K KEITUH,
nubo Bakrepuii ce-
meiicTea Enterobac-
teriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus au-
reus

'®PBIL Tom 1,
24.24 2.2.28

I'® PB 1, Tom 2,

2.2.29

I'® PB I, Tom 1,

2.6.14

[®PBIIL Tom 1,
2.6.12,2.6.13

HJ1 Pb 2142C-2020

Pasnen «Ocrarou-
HbIE KOJIHYECTBA Op-
raHHYeCKHX pacTBo-
putenei»

HJ1 Pb 2142C-2020

Paznen «Konnyecr-
BEHHOE onpejene-
HHEY

HJ1 Pb 2142C-2020
Meroauka npuroa-
HOCTH
AMBE-12-0448
ITporokon Banuna-
WK
MMV-MH-12-542
Meroauka npuroj-
Hoctu AM-12-0448
ITpoTokon Banuaa-
UHH
MMV-MH-12-1522

He 6osnee 0,10 %

He 6onee 0,5 %
'O PBIlL Tom 2,54

He 6onee 3000 ppm

He 6onee 5000 ppm

He menee 99,0 % u ne Gonee
101,0 % B nepecuere Ha cyxoe Be-
IECTBO

He Gonee 0,25 ED na 1 Mr aexkcke-
TonpodeHa TpoMeTamona

'OPBILTom 1,5.1.4

He Gonee 10° KOE/r

Orcyrcreue B 1
Orcyrersue s 1 r

Otcyrcreue B 1 1

O16op npob

O6beM KOHTPOIb-
HO# 1poGeI
Ycnosus XpaHeHus

B cooTsercTBUH €O
CTAHAapTHOMN ornepa-
LHOHHOM npouery-
poii:
COII-KO-14-057,
COIN-KO-12-024

All: 350r
MBJL: 31,0
B 1J10THO 3aKpbITOM FEPMETUHHOM

KOHTEHHEPE [pH TEMMEparype He
soime 25 °C
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CrieunuKauma Ha HCXOAHbIE MaTEPHasIb! miv C-KO-14-0448-02
~€1p. 4 M3 4

Ne [Tapamerpni Meroas Meroauku Kputepun npueMaemMocts

n/n KOHTPO.151 HCITbITaH M

6 Cpok roasocTs - - 5 ner

7 Ynaxkoska - - TToAMITHICHOBBIE TAKETBI, BIOKEH-
Hble B KapToHHbIE Kopoba, a Takke
ApyrHe BHIBI YNAKOBKH, oOecneuu-
BAIOUIHE COXPAHHOCTH ChIPbS Ha I1po-
THAKEHHH CPOKA MOIHOCTH.

8 Hirorosurens - - Saurav Chemicals Limited, Mnaus

9 Koxn -~ - 120346

* - MCTIBITAHKE IPOBOJIAT, €C/IH CYOCTAHIMA NPEJAHAIHAYCHA JUIA NIPOH3IBOICTEA JIEKapCTBEHHBIX

CpEJICTB /UIA NMapeHTCPAILHOIO ITPHMEHCHHHA




