Sl JEKJIAPALS O COOTBETCTBHH

2 ,B:FI{JIAPAHT HPHHI/IMAIOIIII/II/I JEKJIAPALINIO O COOTBETCTBHH
SR R Relelokdiid PEMH 'CJIABOPATOPHC" 4
3ape?ucmpuposano Hucnexyus Munvcmepcemea P® no nanoeam v cbopam Ne7 no Llenmpansiiomy aom. -
orpyvay & Mockaer OI'PH 1037707013838 om 05.04.2003

mo L Adpec: 11 5035, 2. Mocrcea Osvunnuxosckas Hab.,, 0. 20, cmp. 1. Teneghon: 8(495)644-37-78.

B Ruye. Te; eHepanbro2o Oupexmopa Kxandensan lpawanm

ﬂoaepermoe /muo ,Eamuu A.B., dosepenrocmu Mol om 28.04.2018z. i,

PR 3A$IBJIHET tITO
IR -;;:exapcnmeuuae ‘cpedemsn: Kemopon pacmeop ORs GHYMPUREHHOZ0 U BHYMpPUMbIEY020 Gaedenus 30 ma/un T 1
e 1 aa, anynor (10), ynaxosiu suetixognie xoumyprwie, PY No JITI-001365 om 16.12.201] (dama 3amens: PY
s | 22.03.2017), cepus: 48052, napmus 19270 ynaxosox, 200ex 0o 31.01.2021, npouzsodcmaa J-p Peddu'c

vt sV TTaBopamopuc Jimd, Hudus, Yuacmiu Ne137, 138 u 146 C.B. KO-OTT, Hnoacmpuan Hemaiim, Bonnapanm,
ARRE Hocumnnapam Mau()afz, Meoax [Tucmpurem, xod OKITH2 21.20.10.221, koo TH B3J 3004900002, xoumpaxm Ne
. l{_‘, DRL ()]/7f)l7om ()7 02, 2017 ungolic No 185023897 om 25.04.2018 ;

E ,COOTBETCTBYET TPELOBAHUSAM

T 001365-161211 vizm. No [-2

- ,JIEKJIAPAIIHH IPUHATA HA OCHOBAHHUH

L[ npomoxen-uensimaiuii Ne 15537 om 08,06.2018 Jlabopamopuuiti yenmp OO0 "LIKK OHL", ammecmam
B ;mkpec)umawuu POCC RU.0001.2]1PK75, Cepmugpuxam POCC IN,dMI5.C58819 om 08.06.2018

‘| AT IIEHHgTHﬂ HEKAPATIVH 03.06,2018

/’ 7 Haruii A.B.
Oewaapann TIOANKHChH ®.H1.0
‘ . CBEHEHI/M O PETUCTPAIIMM
- OPrAH o CEPTH(DHKAL[HH 3APETHCTPUPOBABII NI JEKJAPALIHIO _;
sl sl | POCC RU.0001.116M15 OPTAH 110 CEPTH®HKALIHH TPOIYKIIHH OFLLECTBO C :

P PAHWEHHO%OTBET CTBEHHOCTBIO "OKPYXXHOH LIEHTP KOHTPOJIA KAYECTRA"

; '; a@pec op;anusauuu,HS.Zé’O 2. Mocxea, yn. Macmeproasa, 9. 4, am. 5, nom. I, kom. 1., adpec opzana no

e cepmuq’nmaqzm 143581, Mocxoscxras oénacms, Hempuiexuii pation, dep. Jlewixoso, 0. 248, cmp. 1, men.: I

' (495)64() 96-69, (495)787-92-78 geb-catim: oy, P ;

o JIEK.HAPAIIHH 0 COOTBETCTBWM 3APETMICTPHPOBAHA M POCCIN.OMI15./159583
IIATA,P I:I&E;PA]_[HI/I 08.06.2018

HTD KOHTPONA =k % 3apoiToBekas HLA.

f'a) HRHTIY g% - e e .
A ﬁ W) /%-"' MOAMHCD Pyxosoantens QC




o, Ne TestiTeer

- 4 N _Co,lori'ius'_é;THOCTb 0.058

[ Prepared by’ .
.[Fposepero -

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANTA3A

Page 1 0of 3

: Product Ketorol solution for intravenous and

.-intramusCular adriinistration, 30 mg/mi

NpoaykT ; Ketopon®, pacTeop Ans BHYTPUBEHHOrO M i
BHYTDUMbILLEYHOrO BBERRHWS, S0MM/MN

i ':".l. " BatCh No [ CepH_}'-l ‘Ne : A8052

Batch Size / O6wem naprum : 225 Lirs

AR No'/ AHanuTiaueckuin otuer : 890001243125

Date of Analysis / flata anannsa : 23/04/2018 i

" Date of Mfg-/ lata npoussoacTea : 02/2018

Date of Expiry / Cpok rogHocTy : 01/2021

Resuit / Peaynibrare

i
1
1
1
i

Specification / Mo gokymeHTauun

| Description/ Onucanme| Transparent, pale yellow| Transparent, colorless or pale-yellow solution /
e e solution / Mpo3pauHbLiit, GecUBETHLIA UMY CBETNO-XEnTbIi pacTBop
Bl oy CooTsetcTayeT
2 |ldentification / a) Complies as a) Retention time of the main peaks in the chromatogran
oo Flo.qnnHHo'gTb prescribed/ of test solution should correspond to retention time of the
- By HPLC {B3MX B COOTBETCTBUN ¢ main peaks on the chromatogram of ketorolac
: > onMcaHuem tromethamine and naproxen standard solution / Bpemena»
. \ [YAEPXKUBEHUA QCHOBHBIX NMUKOB Ha XpOMaTorpamme 3
. ‘ . MChbiTyemoro pactsopa A0MKHbl COOTBETCTROBATE T
' BpeMeHamM yaepMnBaHUsi OCHOBHLIX NMUKOB Ha
: XpomMaTorpaMme CTaHAAPTHOrO pacTBopa KeToponaka
. L TPOMETaMWHa 1 HanpoKceHa,
3 Transparence / Complies The drug should be transparent or comparable fo
5 P '”ﬁpoapaHHOCTb

reference standard I. / Mpenapat gorkeH GbiTh :
NPO3palHLIM UNV BbIGEPKUBAETL CPBBHEHNE G 3TANOHOM I;

Not more than 0.060 at the wavelength 430 nm../ He .
Bonee 0,060 npu anure BonHL! 430 H. i

f )
y =, - g -

"R Remarks The Product conforms to above specifications

KR ﬂpwmeanMe Flpogyr{r COOTBETOTByeT BhILUEYKA3aHHbIM
,cneuucbwkauunu

Opinion : APPROVED
3aknoqerve | ONOBPEHO

1 1 Checked bylﬂoxymew

A\ |["poBepen /L (i

P. Gundu Reddylﬂ ryuny M Venkateswara Rao - M,

Quality Assurance Manager/Executive
Menenxe obecnedenmo kayecTea |'=

Stinivag V6leti | Cpunupac Bonetw :

i Pernn . o Beuxarecsapa Pao L
-~ |Dated ,E!aTa o0 |Date/fata: Date / [lata : i
:,1:23104/2018 'l iR | 2310412018 23/104/2018

Dr. Reddys Laboratorles Limited, FTO.Unit 1, Plot No's. 137, 138, 145 & 146, SV, Co-op Industrial Estate, Bollaram Village,

s Jmnnram Manrfnl Mnrhlr Dictrint Talannama Indle EARTAE Tot. i (e narn Avnesn ame e
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANTUIA

Page 2 of 3 i

intramuscular administration, 30 mg/m!

" [Product.:. Ketorol, solution for intravenous and

NpoaykT : Ketopon®, pacTeop ANA BHYTPMBEHHOrO U +

"' .[Batch No7 Cepus Ne : AB052

BHYTPWMBILLEUHOTrO BBEgerus, 30Mrimn 4
Batch Size / O6bem napTuu : 225 Lirs .

ARNo'/ Akanurnyeckuii otveT ; 890001243125

Date of Analysis / laTa ananuaa : 23/04/2018

Date of Expiry / Cpok rogqnocTu : 01/2021

| Date of Rifg /lata npoussoacvea : 02/2018

K 'MexaHuqecKme BKITIOYEHUS

At
+

.' Ne '|Test!Tecr Result / Peaynurarb Specification / Mo gokymeHTauuu
s pH T e 17.36 69-79/0769007,9
6. . | Particulate matter / Complies Visible particle / Bugumble YyacTuyb!: ‘

thoHe.

16 particles per ampoule Invisible particles / HesuauMble YacTuuer:
@} >/=10 ym - NMT 6000 particles per ‘
ampoule /

3 particles per ampoule Yactuus! pasmepom - 10 Mkm — i;

Absence of particulate matter during wsual
control against dark and fight background./
OTCYyTCTBUE MEXaHUUECKNX BIITHOYEHNIA npm
BU3YaNbHOM KOHTPONE HA TEMHOM U CBETNE

He Gonee 6000 vacTuwamnyny b
b) >/=25 um NMT 600 particles per ampoule
YacTuubl pasmepom - 25 MKM —

ne Gonee 600 vacTuw/amnyny I

T Releted StbsEnces T [00%
.I'Ioc*ropounue TpumecH

0.00%

0.20%

0.3%

A | (Not detected)

a)- ketorofac 1-ketoanalog NMT 0.3%/
1-keToaHanora keToponaka — He Gonee 0,3 :E

b) b) ketorolac 1-hydroxyanalog NMT 0.1% /
1-ruapoKkcuananora keToponaka — He 6onee
0,1% g

c} any individual unidentified impurity NMT.
0.5% [ moGoik eanHuYHOR
HenneHTUhULMPoOBaHHO! NPUMECH — He
Bonee 0.5 % }

d) total impurities NMT 1.0 % /
CYMMB! npumeceil ~ He Gonee 1,0 %

Remarks The Product conforms to above specifications
© | Mpvnenaime: TIPOAYKT COOTBETCTBYET BbILIGYKASEHHBIM

Opinion : APPROVED !
3aknioqenue ; OIOBPEHO B

. - lcneundukauvam 8
’ :P,;rs_ap_ar‘gd:by;! ﬂppa,epeuo 1 Checked by / QoxymeHT Quality Assurance Manager/Executive 1;
ST "‘npOBBDEH/}/ID MeHeﬂ.meEJCJ\mSﬁgnequmo kauecrea -
. F‘ GUﬂdU Reddyln I'YHAY Pemu - |MVenkateswara Rao — M. Srinivas?/oleti / Cpunusac Bonety
BeHkatecsapa Pao
Date/llara 23/04/2018 Date / ara : 23/04/2018 Date / lara : 23/04/2018

T Dr.. Reddys Leboratones'Limited FTO Unit 1, Plot No's. 137, 138, 145 & 146, S.V. Co-op Industrial Estate, Bollaram Village,
Jlnnaram Mandal Medak District, Telangana India-502325. Tel : +91-8458~279610/279622




CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANM3A

Page 3 of 3

S Product +'Ketorol, solution for intravenous and
. intramuscular administration, 30 mg/m|
- | Batch No 7 Cepusi Ne : AB052

AR .No./ Ananutuyeckui otyer ; 890001243125

NpoayxkT : Kevopon®, pacTeop Ans BHYTPUBEHHOTO U ,5
BHYTPUMEILIEYHOrO BBEAEHUA, 30MM/Mn
Batch Size / O6bem mapTum ; 225 Lirs '

Date of Analysis / aTa aHanusa ; 23/04/2018

L _ | Date of _Mfg ! J:lata_anpousno.qcrea 1 02/2018 Date of Expiry / Cpok rogHocTH : 01/2021
L Test/ Tect. , Result / PesynbTathl Specification / [o ackymeHTauum
B Extractable volume / 1.0mL

M3snexaemblii oGbem

{Nominal Volume : 1,0 mL}

Not less than nominal / He menee
HOMWHarbHOro

. -|:Bacterial endotoxins
e ﬁég{]ﬂpﬂéq&ﬂblé
~ PHAOTOKCUHbI

Less than 5.8 EU/mg of
ketorolac tromethamine

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Bonee 5,8 B3/mr
KETOPONAKa TPOMETaMUHE

29.7 mg/mi (99%)

4.31 mg/ml

11.70 %(viv)

S'terfﬁty /-CrepuneHocTe | Complies Sterile / Crepunen
"M ASSEYJ=K6I1H“IGCTBEHHO€ ketorolac tromethamine / keroponaka
© [Pnpenenetie

TpOMEeTamMuHa:

o1 27,0 Ao 33,0 Mr/Mn (90-110 % oT
32ABFIEHHOrO KONUYecTEa)

Sodium chloride / HaTpus xnopwaa
4.20 —~ 4.50 mg/mi / ot 4,20 fo 4,50 mr/mn

Alcohol content / STanona

10.60 ~ 12.60% (v/v)/ oT 10,80 fo 12,60 %
(06/06)

27.0 — 33.0 mg/ml (90-110% of label claim) 7

é

: .;ﬂpmgeg.aﬂg:e:_Ijlponylcr,coomem'rayeT
cnéudhkagmam - ¢ .

-Remiarks : The Product conforms to above specifications

BbILIeYKasgHHbIM

Opinion : APPROVED
BakmoueHure : OOOBPEHO

* " [Piepared by posepeno

Checked by / LoxymenT
npoBepeH -7 1
' .»é"j'"“

Quality Assurance Manager/Executive
MeHe,q»ZSr%) ofipcnevenuio kavecTea

T . PGundu Reddym I'quy Penau

.Venkate?wara Rao ~ .
BeHkarecsapa Pao

Sriniva€ Voleti / Cpunueac Benety

- {Date/ Hara: 2310412018

Date / Qata : 23/04/2018

Date / ata : 23/04/2018

4w

o Reddys Labq}ét’qrigis Limited, FTO Unit 1, Plot No's, 137, 138, 145 & 146, S.V. Co-op Industrlal Estate, Bollaram Village,

“Jinnazaim Mandl, Medak District, Telangana, Indla-502325, Tel ; +91

-8458-279610/279622



MUAUCTEPCTBO 3/(PABOOXPAHERHS
POCCHIACKOM DEJIEPALIUU

. ‘ PerucTpanuontoe YI10CTOBEPEHRE
: _.Tzemapf:"raemmro NpenapaTa L METHNHRCKOro NPpEMCHCHIA

wt .
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, .,"g"n:bm'séé N

(HOMEp PEFUCTPAUMOHHOTO YI0CToBepeRIs NEKAPGTRCHHOIO Mpenapara)

" -

Hanmerosanie epaaTens (Bnajenbia)

PECTICTPAIOHHOTO YAOCTOBEPENIR n_el_:ap'c'rs_eml_qlro‘ ¢ . bp Peanit'c JlaSopatopiic T, i,

_ Dr. Reddy’s Laboratories Lid.

8-2-337, Road Na 3, Banjara 1ills, Hyderabad, -
Telanigana— 500034, India
ot

Afgipec- MECTORAXOWAEHN nepxartenn (BaaleIbNA)
PEICTPAUHOHAOTD YIOCTOEEPENIIR ICKAPCTBEIN OO
fipenapara w0

- aTa rocynaperaennoil perucrpawim
JICKAPCTBEHIIQOTO mpefiapara )

16.12.2011

X3

;.Ciii')lc' AeHCTBHA PErNCTPALIIGHHOTO YAOCTOBEeHIN

g OTHO
JIRKapCTDEHHOrC NpenapaTa Gecopora

fj!,éijn BHECEHITA LI3MeHCHIl B perucrpaunoinoe
YROCTOBEPEHIe ICKRPCTBCHHOND RPENAPATa (maTa
AVEHLT PECHCTPAUIEONIIOTG YA0CTOBEPEHIA
(ICKAPCTBEHIOTO NPENapaTa)

23,11.2018

Wudiopyanus 0 3aperiCTPHPUBENTIOM JIEKAPCTRCHHOM NPCIapuIeS:

e
b
13
i

ToproBoe HAMEHOBANIIE

1oty HapOAHOE HeNATEHTOBARKOE, KAl
TPYNINPOBOYNOE, ITH XHMIUECKOR HAKMENOBAHNE

Keropon®

Keropoaax

Jlexapcraennay qiopva . PRCIBOD ANS BHYTPUBEHHOTO W BIRYTPRMLIICHHOTO sw’z{cxma' £

PR &

'_Ilo;'upom‘ca o 30.511*11\111

Kﬂﬂ_ec‘rgennmﬁ cocTan i KOJHMECTEEHUELIT cocTAB AgiicTBYI0MIMNX BeWUICCTR H KadecTBeRnLl COCTAR
BCOMOTATEABLHLIX BEIECTB : W

B

.1 KOTOpONaka TPOMETaMKII (KETOPOJaka Tpowictarian) 30,000 ur, DCHGNDITETBHbIC BOUICCTBY (OKTOKCREO, JUHATPRA,
SICTAT, HATPHA XIVPHAL, ITANOI, NPOTICHIIHKOIL, HATPHA 1HAPOKCHIL, BOAA 119 HHLCKIMA) "

7 {(opwa BLNYCRA (1EKAPCTBEHHAR QOPME, 1031POBKA, | PACTEOP LA BHYTPHIREINIOND | Buy'rpmtblmé-umm-ngc,r_x_cﬁiqg

NePBIMHAE YAAROBKA; KOINYECTED mexapereenmoli |30-urfsm (amuyna) T max 10 (Gnancrep) A
| HOPMEL b NepPBIYHOI YNAKOBRE, KONNYECTRD, " |pacTBOp A% BHYTPHBCHHOTO. H BUYTPRMBITICTHOI O RHEAGHHAL
nepBusHOLi ynaroskil B novpefnTensexoil yrarorke, |30:vr/yn (avmyne) 1y 10/20 (mauka kaproRnasg)

7 KOMIVICKTHOCTB) | s crdumonapoi: | .

e pnmuop;@n;i’myfbnsmuum W BUYTPHMBIIIELON0 BECACHHASS
0 s 230 /e (avmynE) | x S0/100 (mavixa kapronias)
" | ¥naxosxa in bulk™: - :
| pdcTBop A1a-BHYTEHBCHKOTO W BUYTDHMELLICUHOI0 BREICHHA]
130-vrdit (amriyai).) mu x 2000 (kopoG KapTOHRLH) '

| Pesiasasrrir nopmaTuBnoit [ — - 7 | niT-0n1385:231118

J T R S . .

Dr=rmzs—1—7-1 s ot

ol



Ry

C [Ipon_saoncrneum.le TLIGLIARKH, yttacrnymume B pdiecce npomnoncma JeKaper BeHNOT0
| np' _‘apaTa, € YKAIAHHEM CTaAHIL npomao,uc'raa uasnauuii # GAKTHYECKBX 8APECOB. .
: MEC’I‘OEBXO}KREHHR

JI-p Peamn'c J[aﬁopmopuc Jl'r.a " idnmml

s Dr Reddy §'Laboratories Ltd.,, India

olan ( P) 173205, India

I_[—p Pejini' c-Jlaboparopue JITi., Plnnm/
\Br. Reddy's Laboratories Ltd lndla

: Formulatlons Umt-6 ‘Vill. Khol, Nalagarh Road Baddl Distt. Solari (HP) 173205, lndla

‘ Bmopu-ma.ﬂ/nompeﬁummwxax YRarosra

JI-p Pesiu ¢ JTaBoparopuc IIm lflumm f
Dr, Reddy's Laboratories Ltd., lndlav

) Formulat:ons Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.'Solari (HP). 173205, Indla

: Bmopuw:gg/no,mpeﬁum@wcmﬁ ynaxoska

OGwgerao ¢ orpanmeuﬂoﬁ
omercmeuuoc-rbm "MAKH3- IDAPMA"
(000 "MAKH3-GAPMA"), PoGcHA

109029 r. Mocxaa, ABTOMOGHIb BT NPOE3D, x. 6 cp. 4, c1p. 6, c1p, 8 :

: -I,;_fpoz_fsaodumenb (Bomycraiot il xowmpoay Ka4ecmsa)

Jl:p Pepaw’c JlaGopatopuc fITA., Iflmma i
Dr. Reddy's, Laboratories Ltd,, India

- Fﬁrmﬁlations:Unit_-G, Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India

| Hpoussadumens (Bunycxaioupuit KOHMPOTD KAECHEa)

Oﬁxucrruo ¢ OrpaHHYEHHOH
1 0TBETCTREHHOCTEIO "MAKHS@APMA"
‘-(ooo "MAKHS-(I)APMA"), Pocows

CraTe-ceKperaph - 3AMCCTITEb
Muunerpa




