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CBHUJETEJIbCTBO O COOTBETCTBUH
TPEBOBAHUAM I'OCY IAPCTBEHHOU PETMICTPALIUU

Hacrosiuum OOO «JIp. Pennu’c JlaGoparopuc» yaocToBEps€eT, 4To
JIEKapCTBEHHBIH Mpenapar Ui MEAUIMHCKOTO NPUMEHEHHS:

Haumenoeanue JIIT:
MHH:

Jlexapcmeennas hopma,
dopma evinycka:

PY No, oama:

HI, usmenenue No:

IIpouseooumens, cmpana:

Aopec npouseoocmsa:

Cepusa Ne:
Konuuecmeo:

Hama uzeomoenenus:
Cpox 200nocmu:

Koo OKII2:
Koo TH B3J:
Konmpaxm Ne:
Hneouc Ne:

Keropoa®
Keropomnak

pacTBOp JUIsl BHYTPUBEHHOTO W BHY TPHMBILLIEYHOT O
BBefieHus 30 mr/mi (ammyna) 1 M x 10 (6imucrep)
x 1 (mauka xapToHHas)

JI1-001365 ot 16.12.2011 (naTta 3ameHsl PY
17.02.2022)

JIT1-001365-170222

H-p Pennu’c JIabopatopuc JIta., Unaus
Formulations Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan H.P. 173205 India

V220295

19256 ynakoBok
04.2022
03.2025

21.20.10.221

3004900002

DRL 01/2020 ot 26.10.2020
185033126 ot 10.05.2022

COOTBETCTBYeT TPeDOBaHHAM, YCTAaHOBJIEHHBIM IIPH €r0 roCyAapCTBEHHOM
ETHETDRRUM.




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculavinjetmitsy3®mg/ml

AHaquTHYECKHI oTyeT No

Ipoaykr: Keropon” (keroponak) pactsop ans BHYTPHBCHHOIO W BHYTPHMbILICHHOTO BReaeHHS, 30 Mr/mu
Batch No / : V220295 Batch Quantity / : 209090ampules /
Cepusn Ne Obnem cepun 209090 ammnyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022

Jara ananmnza

Hara npoussoncrea

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

TI'open no

Analysis performed according ND / Anaans nposenen mo HJI: JITI-001365-170222

Page1of4/Crp.1u34

No

No Test / Ilokazatens

Results / PesynstaTsi Specification / Hopma

1 Description / Onucanue

Clear  colorless  solution. / | Clear colorless to pale yellow solution.
TIpo3paunslii GecuBeTHbIH pacTBop. /" Tlpospaumerii GecupeTHbli  wny
CBETJIO-XKENThIi pacTBOp.

2 Identification /
HopnmuuuocTs

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena (Assay  section) / Bpemena
YAEPKHBAHHA OCHOBHBIX [HKOB Ha | YNEPXMBAHHA OCHOBHBIX NHKOB Ha
XpoMaTorpamMme HCTBITYEMOIO | XpoMaTtorpamme HCIBITYEMOro
PacTBOpa COOTBETCTBYIOT BpEMEHAM | pacTBOpa AOJDKHBI COOTBETCTBORAT
YACPKUBAHWA OCHOBHBIX TMHMKOB Ha | BpEMEHAM Y/JEPKHBAHMS OCHOBHBIX

XpoMarorpamMme CTAHAAPTHOIO | MHUKOB Ha XpoMarorpamMme
PacTBOpa KETOpONaka TPOMETaAMHHA | CTaHZAPTHOrO pacTBOpa KEeTOpoJiaKa
H HanpoKceHa (pasien | TpomeTammMHa M HampokceHa (pazmen
«KomnuecTseHHOE OnpeseneHuen) «KonnyecTseHHOE onpeaenexne»)

3 Clarity / llpospaunocts Complies / CootseTcTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / OnanecueHuus
Tpenapara He J0JDKHA peBbIaTh
OMaNECLUECHIIMIO 3TATOHA CPaBHEHU 1.

4 Color / UserHocTh 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu anune osssl
430 um.

5 pH 7.30 From 6.9 10 7.9./0716,9 50 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpnmeuanne: Tpoaykr cootretcrayer TpebosBanuam HJJ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Naresh Kumar ITposepeno: Pardeep kumar Opno6peno: Menemwxkep / Pykosoaurens

@ (_lf__” Pawan Kumar I!")
Reprint Date / Reprint Date / Reprint Date / '
Hara: 09.05.2022 Hara: 09.05.2022 Hara :09.05.2022

Regisiered Uffice: 8-2-337, Koad No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O0D4507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUO®PHKAT AHAJTHM3A

Tel : +91 98166 56001-02

[ Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaginjestiessy3Eomg/ml
Ipoaykr: Keropon™ (keToponak) pactsop uis BHyTpHECHHOIO H BHYTPHMbILWEYHOTO BBeAeHHA, 30 Mr/Mn

Batch No / : V220295 Batch Quantity / : 209090ampules /
Cepun Ne Obbem cepun 209090 amnyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
AnanuTHyecKuii otuer No Jara ananuza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jdara npoussoacrea Tojen xo
Analysis performed according ND / Anasns nposeaen no HJL: JIT1-001365-170222

Page2 of 4/ Crp.2 n3 4

6

Particulate matter / Mexannueckue BRII0OYCHNS

6A Visible particles /
BuauMele yacTuLb!

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBercTBMUM ¢ TpeOOBAHHAMY.

6B Invisible particles /
HeBuaumele yacTHIb:

Impurity C / IMpumecs C

Less than LOQ (LOQ = 0.033 %) / Hinke
Mpeneia KONH4YeCTBEHHOIO onpeacneHns
(IMKO = 0.033 %)

Impurity D / TTpumecs D

Below limit of detection (LOD = 0.014 %) /
Huxe npenena konnyectsennoro
onpenenenns ([KO = 0.014 %)

Any unspecified impurity /

1. Particles > 10 pm / 56 not more than 6000 per ampoule /
YacTHu pazmepom > He 6onee 6000 Ha amnyny;
10 MM

ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHIl pasMepoM > e Gonee 600 Ha amnyny.
25 MKkm

7 Related substances / PoacTeennbie npumecn
Impurity A / [Tpumecs A 0.14 % not more than 0.20% / He Gosee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6apywena not more than 0.50 % / He Gonee

0,50 %;

not more than 0.50 % / ne 6onee

0,50 %;

not more than 0.20 % / ue Gonee

0,20 %.

Not more than 0.20 % / He 6onee

EnuuuyHas HemaeHTH M- 0.08 % 0,20 %.
POBaHHAs NPUMECH
Total impurities / Cymma 0.22 % Not more than 1.50 % / He Gonee
npuMeceii 1,50 %.
8 | Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3snexaembiii 06nLem

He menee nomunanbsroro (1,0 mi)

Remarks : The Product confirms to ND/
Ipimesanne: [ponykr coorserctayer TpeGosarmam HJ

Conclusion : APPROVED /
3akawvenune: OJJOBPEHO

Prepared by /
Moarorosneno: Naresh Kumar

a

Checked by /
ITposepeno: Pardeep kumar

N

Approved by: Manager/Executive /

Opnobpeno: Meucmkeg / PykoBoauTens

Pawan Kumar

4,

Reprint Date /
Hara: 09.05.2022

Reprint Date /
JHara: 09.05.2022

Reprint Date /
JHara :09.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA

Tal : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculanmy'aﬂhi@jmzﬁébmg/nﬂ

Ipoavkr: Keropon™ (ketoponak) PACTEOP /1A BHYTPHEEHHOIO M BHYTPHMBILICUHOIO BBEAEHHS, 30 Mr/M
Batch No / : V220295 Batch Quantity / : 209090ampules /
Cepna Ne Obnem cepun 209090 ammyn
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
ARaJTHTHYeCKHIT oTyeT No JlaTa anamnza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JAara npoussoacrea Topen ao

Analysis performed according ND / Auanns nposeaen mo HJI: JIT1-001365-1 70222

Page 3 of 4/ Crp. 3 uz 4

9 Bacterial endotoxins /
Bakrepuanbubie
SHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/mr
KeTOPONIaka TpOMETaMMHa.

15-oii cepun)

10 Sterility (every 15th batch) /
CrepunbHocts (ans Kamaoii

Complies / Crepunen

Must be sterile. / Jlomken 6biTsh

11 Assay / KonnyecTBennoe
onpejaeneHue

29.67mg / 29.6Tmr

CTEPUIILHBIM.
From 270mg to 33.0mg of
CisH;3NO;5- C4H 1NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
no  33,0mr  CisHisNOs C4H  NO;
(keToponaka TpomeTamun) B 1 M.

12 Alcohol content / Itanon

11.74 %

From 10.60 % to 12.60 %. /
Or 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
[pumeuanne: Npoaykr cooTsercTayer Tpebosanuam HJJ

Conclusion : APPROVED /
3akmovenne: OJJOGPEHO

Prepared by /
[Moarorosneno: Naresh Kumar

5

Checked by /
[Ipoeepeno: Pardeep kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaures

Pawan Kumar 4“

Reprint Date /
Jlara: 09.05.2022

Reprint Date /
JHara: 09.05.2022

Reprint Date /
Hara :09.05.2022

Registered Office: 8 2 137, Roed No. 2, Danjara Hills, Hydeiabad - 500034, Telangdna, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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'..o Dr. Reddy's Laboratories Ltd.
) @ : :

I ' Formulation Unit-6
r' Reddy S °. Vill. Khol, Nalagarh Road, Baddi,

o - .
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJIA3A Tel : +91 98166 56001-02
[Product il Ketorol (Ketorolac) solution for intravenous and intramuscula{f*inj«ﬁéﬁmé%()?mg/ml ]
| Hpoayxr: Ketopon” ( KCTOPONAK) pacTeOp sk BHYTPHBEHHOTO U BHYTPHMBILIEYHOrO BBeACHHS, 30 Mr/mn
Batch No / : V220295 Batch Quantity / : 209090ampules /
Cepust Ne O6nem cepun 209090 amnys
Analytical Report No / : 890001590240 Date of Analysis / : 09.05.2022
Anaanrnuecknii oruer No Hara anannsa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
aTa npoussoscrea Topen o
Analysis performed according ND / Anaans poseaen no HJL: JIT1-001365-170222

Page 4 of 4/ Crp. 4 3 4
ﬁ3 Packaging / Ynakoeka 1 mL in class [ light-shielding amber | | mL in class [ light-shielding amba
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule, ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. I blisters in a carton pack;

I blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Ilo 1 wmn B amnynbl - W3 | in a carton pack. /

CBETO3aMIMTHOrO Crekna | ITo 1 wmnm g amnynel M3

Kopuitesoro knacca I (USP). B CBCTO3AIUMTHOIO CTEKTA KOPHYHEBOTO
BEPXHEli 4aCTH aMmynsl HaHeceHbl | mmy TEMHO-KOPHYHEBOrO  LigeTa
KOIBLO ¥ TOuka i pasznoma. Ha | knacca I (USP). B BepxHeii uactu

amnyJly HaKIeHBalOT ITHKETKY. AMITYJIBl HAHECEHbI KOJIBLIO H TOYKa
Ilo 10 amnyn ¢ HHCTPYKIMER 1o | ms paznoma. Ha amnyny nakneusaior
NPHMEHEeHUIO NIOMELIAIOT | 3THKeTKY.

B IIBX/aniomuniicnmiii Ginerep, o 10 amnyn ¢ HHCTpYKLUMEH 1o
Io 1 Gancrepy B NAYKY KAPTOHHYIO. | NpHMeHeHHIO NoMeLarT

B [IBX/anmomunueswiii Onucrep.

Io 1 6nucrepy B Ma4Ky KapTOHHYIO;
i cTauMoHapos: no 2, 3, 5
O11CTepoB B nauky KapTOHHYIO.

14 Labelling / Mapkuposka According to ND / B cooTsetcreny ¢ HJ.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aumineHsom
Xpauneuue OT CBeTa MecTe NpH Temnepatype He Boime 25 °C, He samopaxupats.
LIG Shelf-life / Cpox roanocrn 3 years. / 3 roga.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
lpumeuanne: Hponykr cooTseTcTBYET TpeGoBanuam HJ| 3akiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxnrorosneno: Naresh Kumar Tpoeepeno: Pardeep kumar Onobpeno: Menemwxep / Pykosoautess
/ & Pawan Kumar
o
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.05.2022 Jara: 09.05.2022 Hara :09.05.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500934, Telangana, India
Tel: +91 40 4900 2900, Fax: 91 40 4900 2599, Email: mail@drreddys com
CIN: L35195AP1984PLCC04507
wwur.drreddys.com



PEAEPAABHAL CAVNEA IO HAASOPY

B {ODEPE 3APABOCNPAMEHMA

«CBefleHnA 0 BBOAE B rpaxfaHckuin odopoT B Poccuitckon depepauiym NeKapCTBEHHbIX
CpencTB No COCTOAHUIO Ha 14.07.2022 13:27»

mr/ma 1wt (1 M), amnyns (10),
OnucTepsi (1), madku KapTOHHBIE/ ~

JlaGopatopuc Jitg

Hupus

Jlabopatopuc"

JlaTa BHeceHHst IIpousBoaurens Ceenenns o Oprammsanss, Homep Homep, nara
. Hopwmarusnas BBINYCTHBIIAA B
AHC Toprosoe HanmeHoBaHHe (BBITYCKAOHIHA Crpana CTajiHAX CepHH, paspeleHHa Ha
JOKYMEHTALHSA rpaKJIaHCKHHA
Poc3spasnanzopa KOHTPOJIb) MPOH3BOACTBA NapTHH HIIII
obopor
Ketopon®; pacTBop /st BHy TPHBEHHOIO gt
. = 3 x ~ N " e
20.05.2022 # BHYTPHMLIICHOTO BBEeRmA 30 A-p Pepumr'c Migus | Jlabopatopuc ta, | JM-001365-170222 | 90O "Ap. Pemnue V220295




