Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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
www.drreddys.com

Product : /

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

AHasiuTH4ecKkHif oTtuer Ne

IIpoaykr: Keropon® (keToposak) pacTBOp Uit BHYTPHBEHHOIO W BHYTPUMBIILEYHOro BBeAeHHs, 30 MIr/Mn
Batch No / : V230996 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepuH 272727 amnyn
Analytical Report No / : 040002344849 Date of Analysis / 1 27.12.2023

Jara anann3za

Datc of Manufacturc /
JlaTa npou3BOACTBA

: 11/2023

TI'open no

Datc of Expiry /

: 10/2026

Analysis performed according ND / Ananus nposeaen mo HJIL: JII1-001365-170222

Page 1 of 5/Crp.11u35

i? Test / [TokasaTeanb Results / PesyabsTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paynsiit cBeTNo-XenTelit | / Ilpo3pauHelii OGecUBETHbIM WU
pacTBop. CBETJIO-XKENTHIN PacTBOp.

2 Identification /
IMoanuHHOCTH

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
YIEePXUBAHUA OCHOBHBIX JIMKOB Ha
XpoMaTorpamMmme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIep>XUBaHUS OCHOBHBIX NUKOB Ha
XpoMaTorpamMmme CTAHHAPTHOTO
pacTBOpa KeTopoJjiaka TpOMeTaMKHa
U HanpoKCceHa (pazmen
«KonnuecTBeHHOE ONpeeIeHUEN)

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
YAEPKUBAHUS OCHOBHLIX ITMKOB Ha
XpOMaTorpamMme UCIILITYEMOTO
pacTBopa HOOJKHBI COOTBETCTBOBATH
BpEMEHaM YACpP)KUBAHHUS OCHOBHBIX
IHKOB Ha XpOMaTorpamme
CTaHOapPTHOTO pacTBoOpa KETOpONaKa
TpOMETaMHHa U HanpoKceHa (pasmien
«KONHYECTBEHHOE OMIPEEIIEHHE)

3 Clarity / Ilpospa4yHocTh

Complies / CoOoTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHius
npenapara He J0JDKHA MPEBbIIIATh
ONAJIECLEHIHIO ITANOHA CpaBHeHHU 1.

4 Color / LIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu miMHE BOJHEI
430 M.

5 pH 7.35 From 6.9 t0 7.9./0t1 6,9 no 7.9.

Remarks: The Product confirms to ND/
ITpumeuanune: [TpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuyenue: OJJOBPEHO

Prepared by /
TloarorosreHo:
Kumar

nbre

Checked by /
ITposepeno: Santosh Kumar

Maurya g"
—

Approved by: Manager/Executive /

Manoj Kumar

OnobpeHo: Menemxep / Pymsffnmza

Reprint Date /
Hara: 27.12.2023

Reprint Date /
Jara: 27.12.2023

Reprint Date /
Jlara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Distt. Solan, H.P., 173 205, INDIA
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Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (keToposnak) pacTBOp JUlsi BHYTPMBEHHOTO H BHYTPHMBILIEYHOrO BBEACHH, 30 MI/Mi
Batch No / : V230996 Batch Quantity / : 272727 ampules /
Cepust Ne O0bem cepuu 272727 ammyn
Analytical Report No / : 040002344849 Date of Analysis / 1 27.12.2023
AnaguTHyeckuii otyer Ne JlaTa anaau3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa mpou3BoACTBA I'ogen 1o
Analysis performed according ND / Ananu3 nposeaen nmo HJI: JII1-001365-170222
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6 Particulate matter / Mexanu4yeckue BKJIIOYEHUSI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaymble YacTHLIbI B cooTBeTcTBUY € TPEGOBAHUAMH.
6B Invisible particles /
HeBuauMbie yacTHLBL:
i. Particles> 10 pm/ 20 not more than 6000 per ampoule /
YacTui pasMepoM > He 6onee 6000 Ha ammyy;
10 MxM
iil. puticles > 35 puf 00 vl wuie lan 600 per ampouls !
YaCTHIL] pa3MEPOM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20% / He O6onee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He Gomuee
Hmxe npenena o6uapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He OoJjee
Hinke npejiena KoJIH4ECTBEHHOTO 0,50 %;
onpeaenenus (ITKO = 0.033 %)
Impurity D / Ilpumecs D not more than 0.20 % / He ©Oonee
Below LOD (LOD =0.014 %) / 0.20 %.
Hwxe npenena o6napyxenus (IT1O ’
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6oxee
EnuHiyHas HenACHTU(ULIU- . 0,20 %.
pOBaHHas IPUMECh 0.05 %

Remarks: The Product confirms to ND/
ITpumeyanue: ITpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Hara: 27.12.2023

Jlara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: resh ITposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoayrests
Kumar Maurya Manoj Kumar 8 7T

, Nyl
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.12.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp /Ui BHYTPHBEHHOIO H BHYTPHUMBILIEUHOT0 BBeJIeHHs1, 30 Mr/mn
Batch No / : V230996 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepun 272727 amrityn
Analytical Report No / : 040002344849 Date of Analysis / : 27.12.2023
AHaauTHyecKHit oTueT No JlaTa anajau3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npon3BoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npumMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BaexaeMblii 00 beM

He menee HoMuHansHOTO (1,0 M)

9 Bacterial endotoxins /
BaxrepuajbHble
IHAOTOKCHHbBI

<=0.725 EU/mg /
<=0.725 EQ/mr

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

10 Sterility (every 15th batch) /
CrepuiabHOCTD (QJ151 KAXKI0M
15-oii cepuu)

NA

Must be sterile. / JlomkeH ObITh
CTEPUJILHBIM.

11 Assay / KoiuuecTBeHHOE 29.66 mg/ 29.66 mr From 27.0mg to 33.0mg of
onpeaesieHue CisH13NO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mmr C15H13NO3'C4H11NO3
(keToposaka TPOMETaMHH) B 1 MIL
12 Alcohol content / ITanon 11.72 % From 10.60 % to 12.60 %. /

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

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoaykT coorBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ambresh IIposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykosoauTesns
Kumar oic"’ Maurya CE/ Manoj Kumar }I’I'E)%f«l—/
Reprint Date / g Reprint Date / Reprint Date /

Jata: 27.12.2023 Jara: 27.12.2023 Jata: 27.12.2023

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: L85195AP13984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIU3A  Www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposak) pacTBOp Jijisi BHYTPUBEHHOrO M BHYTPUMBILIEYHOTO BBeACHHsA, 30 MI/M
Batch No / : V230996 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002344849 Date of Analysis / 1 27.12.2023
AHaIATHYEeCKHI oTyeT No JlaTa anannza
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA T'onen no
Analysis performed according ND / Anann3 nposenen nmo HJL: JII1-001365-170222
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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. /

Ilo 1 w™Mn B aMnyiasl H3
CBETO3ALIUTHOTO cTeKIa
kopuuHeBoro kimacca I (USP). B
BEpXHEH YacTH amIlyJbl HaHECEHBI
KOJIBIIO M TOYKa Jys pasnoma. Ha
aMITyJly HaKJICHBAIOT ITUKETKY.

ITo 10 amMmyn ¢ MHCTpYKUHEH IO
MPUMEHEHHIO MIOMEILAIOT
B [IBX/amoMuHUEBbIH ONHCTED.

ITo 1 6nucTepy B mayKy 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. /

ITlo 1 w™Mn B ammoyasl  H3
CBETO3AILUTHOIO CTEKJIAa KOPHYHEBOT'O
WIH  TEeMHO-KOPDHYHEBOrO  LiBETa
knacca I (USP). B BepxHeil uyacTu
aMITyJIbl HaHECEHBI KOJIBIO M TOYKa
st pasnoMa. Ha amnyity HakieusaroT

3TUKETKY.
Ilo 10 ammyn ¢ MHCTpyKuMe#d IO
NpUMEHEHHUIO MOMEIIAT

B [IBX/amoMuHKEBBIH OIHCTED.

[To 1 6nmcTepy B NaYKy KapTOHHYIO;
U1 CcTauMoHapoB: mo 2, 3, 5
OJIUCTEPOB B MAa4YKy KapTOHHYIO.

ITo 1 6nucTepy B Ma4yKy KapTOHHYIO,

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aumieHHOM
OT CBETa MeCTe NpH TeMnepaType He Boiile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogHoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeyanue: [Ipoaykr coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akiarwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprotorneno: Ambrgsh Ipoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykoeoayress
K M Manoj Ko =i

umar . / aurya @i/l ) anoj Kumar h}&g{
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.12.2023 JMara: 27.12.2023 Jara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropoa® (keTopoJiak) pacTBOp IJisl BHYTPHBEHHOTO M BHYTPUMBILIEUHOr0 BBEACHHUs!, 30 Mr/mi
Batch No / : V230996 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 040002344849 Date of Analysis / : 27.12.2023
AIMIHTHICCKHI oT'1eT No Jara anaanza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposeger mo HJL: JIIT-001365-170222
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API name / HanmenoBanune ADPC:

Ketorolac tromethamine / KeToposaka TpoMeTaMuH

Homep cepuu cyGeTanuuu npoussoaurtens I'JI@:

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

Homep cepun npousBogutens APC: ABQH005022

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
Ipouspoaurenb APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., HHaua

Remarks: The Product confirms to ND/
ITpuMeyanue: [ponykr cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 27.12.2023

Jara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ambsgsh [Iposepeno: Santosh Kumar | Onobpeno: Menemkep / PykosoauTenn
Kumar g{;ﬁ/ Maurya (‘1/0_/ Manoj Kumar }bw
Reprint Date / g Reprint Date / Reprint Date /

Hara: 27.12.2023
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