Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon® (keToponak) pacTBop /i1 BHYTPHBEHHOTO M BHYTPHMBIIUEYHOTO BBeCHHS, 30 MI/MA
Batch No / : V230796 Batch Quantity / : 272727 ampules /
Cepus Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001697619 Date of Analysis / : 28.10.2023
AHAJHTHYECKHH oTUeT Ne JaTa ananu3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Anasu3 nposeaen mo HJL: JI[1-001365-170222

Page 1 of 5/Crp.1mu35

1;.00 Test / ITokazarennb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
ITpo3spauHelid cBemIo-kenThlit | / TIpo3pauHbiii OeCLBETHBIH WM
pacTrop. CBETJIO-KENTHIH pacTBOP.

2 Identification /
IToanuHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YUEPIKUBAHUN UCHUBHBIX LIMKUB Hd
XpoMaTorpamme HCIIBITYEMOTO
PacTBOpA COOTBETCTBYIOT BPEMEHAM
yIEepPXUBaHUSA OCHOBHBIX IIMKOB Ha
Xpomarorpamme CTaHAapPTHOTO
pacTBOpa KeTopoJiaka TpOMETaMHHa
u HanpoKCeHa (paznen
«KOM4eCTBEHHOE ONPEAEICHHE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
yUSPKUBAHMA OCHOBHBIX [MKOB Ha
XpOMaTorpamMmMe UCIIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM YIEP)KUBAHHA OCHOBHBIX
MIMKOB Ha XpoMaTorpamMme
CTAHJAPTHOTO PacTBOpa KETOPOJaKa
TpOMETaM¥Ha U HallpoKceHa (pa3fell
«KonuuecTBEHHOE ONpelesICHAE))

3 Clarity / Ilpo3pauHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueBuus
npenapaTa He JOJDKHA NPEBHIIIATh
OMANECIEHIMIO 3TalOHA CpaBHEHH L.

4 Color / IpeTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJIHEL
430 M.

5 pH 7.35 From 6.9t07.9./0t1 6,9 no 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TMoarorosneHo: Ranjeet

Checked by /
[Tporepeno: Santosh Kumar
Maurya

i

Approved by: Manager/Executive /
Ono6peHo: Menepkep / Pykosoaurens
Abhishek Chauhan \

Reprint Date /

Jarta:28.10.2023

Reprint Date /
Jara: 28.10.2023

Reprint Date /
Jara: 28.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponiak) pacTBOp AUisi BHYTPUBEHHOIO M BHYTPHMbIIIEUHOr0 BBeAeH!s, 30 Mr/ma
Batch No / : V230796 Batch Quantity / 2 272727 ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 890001697619 Date of Analysis / : 28.10.2023
AnanurHdyecknii oryer Ne JlaTa anaiuza
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
Jara nponsBoacTBa I'onen no
Analysis performed according ND / Ananu3s nposesen mo H/L: JIT1-001365-170222
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6 Particulate matter / Mexanu4eckue BKJII0YEHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BunaumMeie 4acTULBI B cooTBeTCTBUM C TPeOOBAHUAMMU.
6B Invisible particles /
HeBunumble 4acTUIIpL:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTtur pasMepom > He 6osee 6000 Ha ammyiy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHUIl pa3MepOM > He 6onee 600 Ha amIyy.
25 MKM
7 Related substances / PoncreeHHble npuMecH
Impurity A / I[Tpumecs A 0.15% not more than 0.20 % / He OGonee
0,20 %,;
Impurity B / [Tpumecs B Not detected / He o6HapysxeHa not more than 0.50% / He 6onee
0,50 %;
M o,
Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / 305t0 ror/lc?re than 0.50 % / me Gonee
Hibke npeznena KOJIUYECTBEHHOTO I
ITKO = 0.033 %
Impurity D / I[Tpumecs D ontpeaeeHis ( ©) not more than 0.20 % / He Gonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena o6Hapyxenus (I10
=0.014 %)

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Ipumeuanue: [Ipoaykt coorBeTcTByeT TpeboBanuam HIL

3akmouenne: OJJOBPEHO

Jata:28.10.2023

Jara: 28.10.2023

JlaTa: 28.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotoneHo: Ranjeet I[Tposepeno: Santosh Kumar | OnoGpeno: Menemxkep / Pykosoanrens
(D Maurya @ Abhishek Cham;& \

Reprint Date / Reprint Date / Reprint Date / )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (keToposiak) pacTBop [ulsi BHYTPHBEHHOTO H BHYTPHMBILISYHOrO BBeJeH s, 30 Mr/mi
Batch No / : V230796 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6nem cepuu 272727 amnyn
Analytical Report No / : 890001697619 Date of Analysis / : 28.10.2023
AHANHTHYECKHH oTyeT No JlaTa anain3a
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
aTa NPOH3BOJACTBA TI'oneH o

Analysis performed according ND / Anann3 nposeaen mo HJI: JIT1-001365-170222
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Any unspecified impurity /
Enunnunas HeupeHTUUIU-
pOBaHHas NpUMeECh

Not more than 0.20 % / He 6onee
Below LOQ (LOQ = 0.050%) / 0,20 %.

Hibke npezesna KOJTHYECTBEHHOTO
onpenenenus (ITIKO = 0.050 %)

Total impurities / Cymma 0.15% Not more than 1.50 % / He 6omnee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3eaekaemblit 00nem He menee HomuuansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepnanabHble <=(.725 ED/™Mr tromethamine. / He 6onee 5,8 ED/mMr
SHA0TOKCHHBI KETOpOJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) /
CTepuabLHOCTD (A1 KaXA0H
15-0i1 cepun)

NA Must be sterile. / JlomkeH OBITH
CTEPWIBHBIM.

11 Assay / KosimuecTBeHHOe 29.67 mg/ 29.67 mr From 270mg to 33.0mg of
onpejesieHue CsH13NO3- C4H | 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mmr C15H13NO3‘C4H11NO3
(keToponaka TPOMETaMHH) B 1 MIL
12 Alcohol content / ITanon 11.62 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanwne: ITpoaykr cooTBeTCTBYET TpeboBanusaM HJJ 3aknarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ranjeet IIposepeHo: Sau&ﬂll(umar OnobpeHo: Menemwkep / PykoBoauTtesns
C@/ Maurya —— Abhishek Chauha?lL \
Reprint Date / Reprint Date / Reprint Date / \
Jata:28.10.2023 Jlara: 28.10.2023 Hata: 28.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIA3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pacTBop A/isi BHyTPUBEHHOTO M BHYTPHMBIIIEYHOTO BBEeACHHS, 30 Mr/mi1
Batch No / : V230796 Batch Quantity / : 272727 ampules /
Cepust Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001697619 Date of Analysis / : 28.10.2023
AnanHTHYeCKHH oTyer Ne Harta ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npou3BoacTBa I'ogen oo
Analysis performed according ND / Ananus nposeaen o HJL: JI[1-001365-170222
Page4 of 5/ Ctp. 4u3 5

13 Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

ITo 1 wMn B aMmoynsl U3
CBETO3AIIUTHOTO cTeKIa
kopuuHeBoro kiacca I (USP). B
BepXHel 4acTH aMIlyJlbl HaHEeCEHbI
KOJIBLIO W TOYKa Ui pasioma, Ha
aMITyJ1y HaKJIEUBAIOT ITUKETKY.

Ilo 10 amMmyn ¢ MHCTpyKLHe#d I©o
NpHUMEHEHHIO NOMEILAIoT
B [IBX/anmoMunueBsIii 6nuctep.

[To 1 6nucTepy B Nayky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

[lo 1 wMn B aMIOyiasl U3
CBETO3AIUTHOIO CTEKIa KOPMYHEBOTO
WIA  TEMHO-KOPMYHEBOTO  LIBETA
kaacca I (USP). B Bepxseit wactu
amnysbl HaHeCeHbl KOJNBLO H TOYKa
Qg pasjioma. Ha amimyity HaKJ1eHBaioT
ITHKETKY.

ITo 10 ammyn ¢ HMHCTpYKLHEH IO
NPUMEHEHHIO [TOMEILAIOT
B [IBX/amomunueBslii 6uctep.

Ilo 1 6aucTepy B MauKy KapTOHHYIO;
JUIS CcTaldoHapoB: mo 2, 3, 5
OJHCTEPOB B MUKy KapTOHHYIO.

ITo 1 6nuctepy B DauKy KApTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumieaaom
OT CBETa MecTe MpH TeMnepatype He Beiue 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok ronHoctu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykr coorBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ranjeet I[Tposepeno: Santosh Kumar | Onobpeno: Menemep / Pykosoautens

Maurya Abhishek ChauhanL\
Reprint Date / Reprint Date / Reprint Date / \
Jlata:28.10.2023 Jlata: 28.10.2023 Jara: 28.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khol, Naltagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTHOUKAT AHAJIM3A

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoayrT: Ketopon™ (keToponak) pacTBop [7is BHYTPHBEHHOrO U BHYTPHMbILICHHOTO seennd, 30 mr/min
Batch No / : V230796 Batch Quantity / : 272727 ampules /
Cepusi Ne O0nem cepui 272727 ammyi
Analytical Report No / : 890001697619 Date of Analysis / : 28.10.2023
AHaJHTHYeCKHi oTyeT Ne Jlara aHaau3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026

JlaTa npoH3BOACTBA I'onen 1o

Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222

PageSof5/Crp.Su3 5

API name / Haumenosaune APC:

Ketorolac tromethamine / KeToposiaka TPOMETaMHH

INN / MHH:

Ketorolac / KeTopoaak

API manufacturer batch number /
Homep cepun npomssoaurens ADC:

ABQHO003814

FP Manufacturer API Batch number /

Howmep cepuil cyGeTaHUHN NPOU3B

oanutens ['J1D:

FEQA00498

API Manufactured by & country
TTpouseoautenn AMC, crpana:

/

Dr. Reddy's Laboratories Ltd., India /
JI-p Peny'c JlaGopatopuc Jira., Munus

Remarks: The Product confirms to ND/

ITpumeuanue: [IpoayKT COOTBETCTBYET TPeOOBaHUAM HJI

Conclusion: APPROVED /
Baxmouenne: OJIOBPEHO

Prepared by /
IoarorosieHo: Ranjeet

(®

Checked by /

ITposepeno: Santosh Kumar

Maurya

Qo

Approved by: Manager/Executive /
Ono6peno: Menemxep /, PykosoauTenb

Abhishek Chauhan \ \
\‘ |

Reprint Date /
Jata:28.10.2023

Reprint Date /
Jara: 28.10.2023

Reprint Date /
Jara: 28.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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