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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C601-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIU3A
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keTopoiak) pacTBOp Uisi BHYTPUBEHHOTO M BHYTPUMBILIEUHOTO BBeAeHUs, 30 Mr/mn
Batch No / : V240417 Batch Quantity / : 272727 ampules /
Cepusa Ne O6BemM cepun 272727 amnyn
Analytical Report No / : 890001745433 Date of Analysis / : 27.06.2024
AnajuTHyeckKui oTyer Ne laTa anajgusza
Date of Manufacture / : 0572024 Date of Expiry / : 04/2027
JlaTta npou3BoacTBa I'onen mo
Analysis performed according ND / Ananus nposeaen no HJL: JII1-001365-170222
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IIpo3pauHelii 6eCLBETHBIA PacTBOP.

i:) Test / [lokazaTenb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/ TlpospauHblii OGeclBETHBIN WU
CBETJIO-KENTBIH pacTBOp.

2 Identification /
ITopnumHHOCTH

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) / BpemeHa
YAEpXKHUBAHHSL OCHOBHBIX IHUKOB Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yAepXUBaHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme CTaHAapTHOTO
pacTBopa KeTopollaka TPOMETaMHHA
%4 HalpoKceHa (pa3pmen
«KonuecTBeHHOE ONpeACIeHUE)

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
YIEp)KUBAHMS OCHOBHBIX ITHKOB Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBATb
BpeMeHaM YAEpPKUBAHHUA OCHOBHBIX
HMKOB Ha XpoMaTorpaMmme
CTaHOApTHOTO pAacTBOpa KeTopojaka
TpOMETaMHMHA M HampoKceHa (pa3gen
«KonuiecTBEHHOE OIpeIENIEHUEN)

3 Clarity / TIpo3pauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JOJKHA MIPEBbILIATh
ONANECUEHUIO STAIOHA cCpaBHEHHA .

4 Color / lIgeTHOCTL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuIHHE BOJIHBI
430 HM.

5 pH 7.38 From 6.9 t0 7.9./ 01 6,9 no 7,9.

6 Particulate matter / Mexannuyeckre BKJAOYEHHS

Remarks : The Product confirms to ND/
IMpumeuanue: IlpogykT cooTBeTCTBYET TpeboBaumsam HJJ

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep

Kumar I

Checked by /
IIposepeno: Pa\y{m Kumar

s

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykooantens
Manoj Kumar 3

Reprint Date /

Jata: 27.06.2024

Reprint Date /

Jara: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Registered 2

fice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel. +91 40 1500 2500, Fax: +51 40 4300 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLCO04507

waw.drreddys.com




Dg'. Reddy’s ":‘.

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

Viil. Khol, Naiagarh Road, Bacddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel: +91 98166 56C01-G2

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIN3A

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTeop Juisi BHyTPMBEHHOIO ¥ BHYTPHMBILIEYHOro BBeAeHHMs, 30 mMr/mn

Batch No / : V240417 Batch Quantity / : 272727 ampules /
Cepust Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 890001745433 Date of Analysis / : 27.06.2024
AnanutHdyeckui oryer Ne JlaTa anajausza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JaTa npou3BoacTBa Toaen no

Analysis performed according ND / Ananu3s npoBexen no HJI: JIT1-001365-170222
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No

Test / Ilokazarennb
Ne

Results / PesyabTaTsl

Specification / Hopma

6A Visible particles /
BuanumMsele 4acTHLb!

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTeTcTBHYM C TPEGOBaHUSMM.

6B Invisible particles /
HeBuguMble YacTHILIBI:

Hwmxe npenena obHapyxenus (ITO
=0.014 %)

i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTuu pasmepom > He 6onee 6000 Ha ammyy;
10 MxM
ii. particles > 25 ym/ 00 not more than 600 per ampoule /
Y4aCTUL Pa3MEPOM > He Oonee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHble NpUMMeCH
Impurity A / Tlpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6HapyxeHa not more than 0.50% / He 6onee
0,50 %;
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6onee
Hwuxe nmpeaena kONMYECTBEHHOTO 0,50 %;
onpegnenenus (ITKO = 0.033%)
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He O6onee

0,20 %.

Any unspecified impurity /
EnunmyHas HeuaeHTHGHUIH-
poBaHHas PUMEChH

0.05%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykr coorBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroeneHo: Pardeep IIpoeepeHo: Pawan Kumar Opnobpeno: Menemxep / PykoBoaurerb
Kumar ﬁ L Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

JlaTta: 27.06.2024 Hata: 27.06.2024 Hara: 27.06.2024

Registerad Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 23900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L8E185AP1984PLCO0AE07
www drreddys.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxkr: Ketopon® (keToponak) pacTBOp /Uit BHYTPUBEHHOrO ¥ BHYTPUMBILIEHHOTO BBeAEHHUA, 30 Mr/mn
Batch No/ 1 'V240417 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001745433 Date of Analysis / : 27.06.2024
AnanurHueckuii oTuet No Jara aHaau3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jara mpousBoacTBa I'omen no
Analysis performed according ND / Anann3 npoBeaen no HJI: JIT1-001365-170222

Page3 of 5/ Ctp.3u35

1}2 Test / [TokazaTesib Results / Pe3yabTaTsl Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6oree
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label c¢laim (1.0 mL) /
H3Bnexaemblii 06bem He menee HoMunansrnoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxrepuanbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/Mr
9HIAO0TOKCHHBI KeTOpoJiaKka TpOMeTaMHHa.

15-0it cepum)

10 Sterility (every 15th batch) /
CrepuibHOCTE (I KAKAOH

NA

Must be sterile. / JlomkeH ObITh
CTEPUIIBHBIM.

1}00 Test / [ToxasaTennb Results / PesynabTaTh! Specification / Hopma
11 Assay / KonuuecTBeHHOE 30.12 mg /30.12 Mr From 270mg to 33.0mg of
onpeaesieHne CisH1sNO3- C4H 1 \NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MrI C15H13N03'C4H1|N03
(keTopoJaka TpOMETaMUH) B 1 MIL
12 Alcohol content / ITanon 11.73 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT cooTeTcTBYET Tpebopanuam HJL

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep

Kumar of;/‘

——

Checked by /
[Iposepeno: Pawan Kumar

A

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosoaurens
Manoj Kumar

fdpd

Reprint Date /
Jara: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Reprint Date /
Jata: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
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www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIMU3A

Product: / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToposnak) pacTsop yisi BHYTPHBEHHOTO M BHYTPHMBIIIEYHOTO BBeeHHUs, 30 Mr/mn
Batch No/ 1 V240417 Batch Quantity / : 272727 ampules /
Cepha Ne O6bem cepun 272727 ammyn
Analytical Report No / : 890001745433 Date of Analysis / : 27.06.2024
AnajuTHyeckuii oTyer Ne Jara ananausza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jata npon3BoacTea T'onen oo
Analysis performed according ND / Anasnus nposegen no HJI: JIT1-001365-170222

Page4of 5/Crp. 4m3 5

No

Test / [Toka3zaTeab
Ne

Results / Pe3yabTaThl

Specification / Hopma

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. /

I[lo 1 w™Mn B amoyinel M3
CBETO3aIIHTHOTO CTeKIa
kopuuHeBoro kiacca 1 (USP). B
BEPXHEH YacTH aMITyJbl HaHECEHBI
KOMNBIIO W TOYKa Uil paszioma. Ha
aMILyJly HaKIEeUBAIOT dTUKETKY.

Mo 10 ammyn ¢ MHCTpyKLMEH mO
NIPUMEHEHHIO HOMEILAIOT
B [IBX/amomMuHueBbIH GHCTED.

[To 1 6nucTepy B a4Ky 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. /

Ilo 1 wMn B aMoyiasl M3
CBETO3aLIUTHOrO CTEKIA KOPUYHEBOTO
WIX  TEMHO-KOPHYHEBOTO  IIBETa
ktacca I (USP). B Bepxueit dactu
aMIyJibl HAHECEHBI KOJIBLO M TO4YKa
11 pasnoma. Ha aMnyny HakieHBaroT

ITUKETKY.
[To 10 amMmyn ¢ HMHCTpYKLMEH MO
IIPUMEHEHHIO MOMELIAIT

B [IBX/anmtoMuHmeBbIl GnucTep.

[To 1 6nucTepy B Na4Ky KapTOHHYIO;
Ul cTauuoHapoB: mno 2, 3, 5
6J1HCTEpPOB B NaYKY KAPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B coorsercrBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumenHoM
OT CBEeTa MeCTe Ipu Temreparype He Beiie 25 °C. He 3amopaxuBaTth.

16 Shelf-life / Cpok rogsocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusm HJT

Conclusion : APPROVED /
3akmoyenne: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtorneHo: Pardeep IIposepeno: Pawan Kumar Ono6peHo: Menemxkep / PykosoauTenb
Kumar CJ/&_ % Manoj Kumar L {
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 27.06.2024 Hata: 27.06.2024 Jara: 27.06.2024

Registerad Sffice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 506034, Telangana, India
Tel: +91 40 4500 2200, Fax: +51 40 43(¢4) 2899, Emiail: mail@drrzddys.com

CIN: L35155AP1984PLCCO4ECT
wwwdrreddys.com




Dr. Reddy’s “:‘

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

Viil. Khol, Nalagarh Road, Bacdi,
Distt. Solan, H.P., 173 205, INDIA
Tal : +91 98166 56C01-02

CERTIFICATE OF ANALYSIS www.direddys.com

CEPTUOUKAT AHAJIN3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp [Ulsi BHYTPUBEHHOIO M BHYTPUMBIHIEYHOrO BBeeHHs, 30 Mr/min

Batch No / 1 V240417 Batch Quantity / 1 272727 ampules /
Cepnsa Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001745433 Date of Analysis / 1 27.06.2024
AHanuTHyeckuit orger Ne JlaTa ananuza
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JaTa nponsBoacTea T'open oo

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222

Page Sof 5/Crp. Su3z 5

API name / Haumenosanue AD®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

Homep cepuu cy6cTanuuu npoussoaures [JID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepuu npoussogutesi A®C: aberoress

FP Manufacturer API Batch number / FEQA00570

API Manufactured by & country /
IIpousBoautear A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penpu'c Jlaboparopuc JIta., Unaus

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axioyenne: OJOBPEHO

Prepared by /
Tloaroroeneno: Pardeep

Kumar E

Checked by /
IIpoeepeno: Pawan Kumar

2

Apptroved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurenb
Manoj Kumar

Reprint Date /
Jara: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drraeddys.com
CIN: L85195AP1584PLCO04507
www drreddys.com




