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AEKTAPALLMSA MTPHHSATA HA OCHOBAHNH
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CBEJEHHSI O PETUCTPAIINH

OPTAH MO CEPTHOHKALMHY, 3APEMHCTPHPOBABUIHIT HERKJAAPALLITIO
RARLNIDMOS OPTAH ITO CEPTHEBHKALIHN TTF "OANKUHHE OFLIECTBO C OI'PAHITYEHTION
OTBETCTBEHROCTRIO "OKPYAKHOIT BEHTP KOHTPOTT KAYECT B4

aopec cpecimsatue: (13250, 2 Mocree, Y Macmeprose, o 4. s 5onove 1o, | aapec opLana B
cepmugisanien, TI3ZR0 POCCHA, ropos Mo ks, i

i X
A b

Jucinepiosa, 0. 4, am. 5. e 1495)788-02-58. wed-

ORI SRK )




Can ®apmaceioturan Huaacrpus JIT]

Industrial Area No 3
Dewas 455001, India

CEPTUOPUKAT KAYECTBA

[Ipenapar:

Homep naprnn: AA37457
Hata uzrotosnenus: 04/2019
Cpoxk rognoctn: 04/2022

Crennguranna Ne: FS009084/8.0

Keranos Taduerku 10 mr
(Ketopo.iaka TpoMeTamMuH TabaeTkn)

Pasmep maptun: 1400 000 Tadnetok
Kontponenas naptusa :30001805783

Hara otdopa obpasuos; 25/05/2019

TECTBI

PE3YJIBTATHI

CIMELUMOUKALIS

-

OmnmcaHne

Hnentnduramna(BOXKX)

Cpeanss macca(Mr)

PacnazaeMocTe(MHH)

(Mcnone3oBanue BoIE IpH

temneparype 37+/-2°C)

OIHOpOIHOCTE e1HHUI

TO3MPOBAHUA(IIO OJIHOPOIHOCTH

cogepxumoro) (BIXKX)

PactBopenue (o Y@)

Cpenuue (%)

Munnumansnoe (%)

MaxkcumanpHoe (%)

MOCTOPOHHME IMTPUMECH

(YoMacc/macc)(BDXKX)

- Ketoponak-1-ruapoxcuasanor

(Ph.Eur.Ilpunecn A)

- Ketoponak-1-keToananor
(Ph.Eur.ITpumecu B)

- JIroBas npyras

HEHHAETH(HIIHPOBAHHAS

IpHMEChH

- Cymma npumeceii

MHKPOBHOJIOITMYECKASA

YHUCTOTA

Odmee 4HCI0 KUIHECIOCOGHRIX

a3po0oB

A>pobHble DakTepun

I'pubsr

-FEcoli(malr)

KonnvecTBeHHOE onpeaenenne

Kaxnas noxpeitas 060710uK0ii

TadaeTKa

COJEPKHT:

Ketoponaka TpoMeTamuta

Ph.Eur.

Prinok:
Homep oTtuera

[TouTn Genmte, KpyTiBIe
IBOAKOBBIITYKIbIE TAOIETKH,
TIOKPBITEIE TIIEHOYHOIT 000I0UKOiT ¢
BeITpaBHpoBaHHbIM ‘KVT' Ha ogHoi
CTOpPOHE.

CooTBeTCTBYET TpeGOBaHHAM

190

O1muH. 36¢cek.

CooteercTRyeT TpeboBannam Ph.Eur.
(IIpuemoynoe 3HageHns = 3.2)

100%

98%

102%

He odnapyxeno

0.0206

0.04

0.04

<10
<10
OTtcyTeTBYtOT

9.85Mr
(98.5%)

Poccus
PB0519/01610

HPHMG‘{EHHC CCPHA «COOTBETCTBYCT» BBIIICYKA3aHHBIM CHEHH@)HKE!L[HSIM

3aKIIIOYEeHHE: «YTBEPKICHO»
IToaroTtoeneno

31/05/2019

ITposepero
31/05/2019

JlaHHBIi JOKYMEHT NOANHCAH € NOMOWILIO YJ1EKTPOHHOM MOANHCH

beneie nnn nouTn Senble, KPyribie
ABOAKOBBINYK/IbIC TAONETKH,
MOKPBITEIE MICHOYHOI 000I049K0lH ¢
BbIrpaBHpoBaHHeIM “KVT’ Ha
OIHOI CTOpOHE.

CooTeeTcTBYeT TpebOBaHHAM

185 +/-9

He Gonee 30

CooTeeTcTBYeT TpedoBaHHAM
Ph.Eur.

He menee 75 % keTtoponaka
TPOMETAMHHA OT 3aSBJICHHOTO
KOJIMYECTBA PACTBOpAETCS

B TEHeHHe 45 MHHYT

He Oonee 0.2

He Oosee 0.5

He Gonee 0.7

He Oonee 1.3

He Gonee 1000

He Gonee 100
JOTKHBI OTCYTCTBOBATE

9.00-11.00 mr
(90.0% - 110.0%)
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Onodperto RANBA)
31/05/ 2019, :



