Dr.Reddy’s Q‘:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HUKAT AHAJIV3A www.drreddys.com
Product : / ~ ~ Ketorol (Ketotolac) solution for intravenous and intramuscular injections, 30 mg/ml --.: #-
Ilpopykr: -Keropon® (keToposak)-pactBop st BHyTPUBEHHOTO W BHYEPHMBIILEUHOTO BBEICHUS,-30 -Mr/mi -
Batch No / $V230400 - Batch Quantity / : 272727 ampul€s /
Cepus Ne x O0beM cepun : - 272727 amnyn
Analytical Report No/ ~ -  :'890001664364" Date of Analysis / 7220705, 2023
AHanuTHYecKHH oTyeT No Jara anamuza - <. - -
Date of Manufacture / May-2023 Date of Expiry / _:*:iApr-2026
JaTta npon3soacTsa T'ogen po AT
Analysis performed according ND / Auanu3 nposenen mo HJI: JIIT-001365- 170222
Page1 of 5/Crp.1u3 5
I;,oo Test / [TokasaTenb Results / PeaynabTaThl Specification / Hopma
1 Description / Onucaxue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHslii ceetno-kenteiit | / Ilpospaunbit OGecuBeTHBIH Win
pacTBop. CBETJIO-XKEJThIH PacTBOp.

2 Identification / The retention times of the main | The retention times of the main peaks

IMoanuHHOCTHL 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

YAEPKUBAHUA OCHOBHBIX MHKOB Ha | YIOEPXKHUBAaHWUA OCHOBHBIX IIHMKOB Ha

XpomarorpaMmme HCIILITYEMOTO | XpoMaTorpaMmme UCIIBITYEMOTO

pacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBOpa AOMKHBI COOTBETCTBOBATH

YIEPKHUBAHHS OCHOBHBIX NMWUKOB Ha | BpEeMEHaM YAEPXKUBAHUA OCHOBHBIX

XpoMaTorpamMme CTaHIapTHOTO | MHKOB Ha XpoMaTorpaMme

pacTBopa KeTopoJyiaka TpOMETaMHHa | CTaHZAPTHOTO pacTBOpa KeTOpoJslaka

U HanpoKceHa (pasmen | TpoMeTaMHHa M HampokceHa (pazgen
«KonM4ecTBEeHHOE OTpeaeeHHE) «KonuuecTBeHHOE OTpeleNneHHE)

3 Clarity / IIpo3pauHocTb Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npernapara He JOJDKHA NPeBbIIATh
OnanecleHIHIO 3TAIOHa CpaBHEeHUA L.

4 Color / llBeTHOCTE 0.03 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu 1K1HE BOJIHBI
430 HMm.
5 pH 7.42 From69t07.9./016,9 no 7,9.
6 Particulate matter / MexaHuueckue BKJIOYEHUS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: Ilpoaykt cootBeTcTBYeT TpebopanuaM HJJ 3axmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana | IIpoeepeHo: Ramakant OpnobpeHo: Menemxep / Pykosomirens
4 @ l ﬂf Abhishek Chauhan r& l
Reprint Date / Reprint Date / Ly Reprint Date /
Hara: 20.05.2023 Jara: 20.05.2023 Hara: 20.05.2023

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: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenou§ and intramuscular injections, 30 mg/ml
HpoxykT: Ketopon" (keropenak) pacteop juis BHYTPHMBEHHOIO ¥ BHYTPHMBILIEYHOTO BBENEHUs, 30 Mr/Mi
Batch No / 1 V230400 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Aralytical Report No / : 890001664364 Date of Analysis / : 20.05.2023 WL
AHaJUTHYECKHIi 0TYeT .N‘o - Jara ananmnza v
Date of Manufacture / May-2023 Date of Expiry / : ‘Apr-2026
ara MPOHU3BOJACTBA Togen g0 - =

Analysis performed according ND / Auaau3s nposeaen mo HJI: JI[1-001365-170222

Page2 of 5/Crp. 2u3 5

No

Test / [ToxazaTtennb
No

Results / Pe3yabTaThI

Specification / Hopma

6A Visible particles /
BuauMble 4acTHLpI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTCTBUM C TPEOOBAaHUAMHU.

6B Invisible particles /
HeBunumeie yacTUIbL:

Below LOD (LOD = 0.014 %) /

Impurity B / Ilpumecs B

Huxe npeaena obnapyxenus (I10

i. Particles> 10 pm / 10 not more than 6000 per ampoule /
YacTur pasmMepom > He 6onee 6000 Ha ammyiy;
10 Mxm

ii. particles > 25 um/ 02 not more than 600 per ampoule /
YacTHUL pasMepoM > He 6onee 600 Ha amMmyny.
25 MKM

7 Related substances / PoncTBennbie npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50% / He 6onee
0,50 %;

ITpumeuanue: HponykT coorercTByet TpeGoBanuam HJJ

=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hixe npenena KONMYECTBEHHOTO 0,50 %;
onpenenenus (ITIKO = 0.033 %)
Impurity D / ITpumecs D not more than 0.20 % / He 6onee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena obnapyxenus (ITO
=0.014 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axmwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
IIpoBepeHo: Ramakant

Approved by: Manager/Executive /

OnobpeHo: Menemkep / Pykosoirens
Abhishek Chauhan )

=

Reprint Date /
Hara: 20.05.2023

Reprint Date /
Jara: 20.05.2023

el

Reprint Date /
Hara: 20.05.2023

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: L85195AP1584PLC0O04507
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Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd}j,
Distt. Solan, H.P., 173 205, INDIA

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

Product:: / - - Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keToponak) pacTsop s BHYTPHBEHHOIO M BHYTPHMbBIILIEHHOrO BBEAEHHA, 30 Mr/mi
Batch No./ : V230400 Batch Quantity / : 272727 ampules /
Cepus Ne . O6bem cepun 272727 amnyn
Analytical Report No / : 890001664364 ' [Date of Analysis /* . : 20.05.2023
AHaJIHTHICCKHIT oTUeT No Jara ananmnza . - -
Date of Manufacture / : May=2023 Date of Expiry /-~~~ : Apr-2026
Jarta-mpon3BoacTraa I'ogen oo
Analysis performed according ND / Anasnus nposegen mo HJI: JIT1-001365-170222

Page3 of 5/Crp.3m3 5

i.no Test / [TokasaTesnb Results / PesyabTaThl Specification / Hopma
Any unspecified impurity / Not more than 0.20 % / He 6ouee
Enuaudsas HengeHTHHUIM- Below LOQ (LOQ = 0.050%) / 0,20 %.
pOBaHHas NpUMeECh Huxe npemena KoNM4ECTBEHHOTO
onpenenenus (ITKO = 0.050 %)
Total impurities / Cymma 0.15 % Not more than 1.50 % / He 6osee
npUMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL) /
WzBnexaemsrit 06nem He menee HomuHanbHETO (1,0 M)
9 | Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHblie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 E3/Mr
3HAOTOKCHHbBI KeTopoJaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /
CrepuabHOCTD (A5 Kaxaoii
15-o0ii cepun)

NA

Must be sterile. / JomkeH Ob1Th
CTEPUIIbHBIM.

NNoo Test / IlokasaTenn Results / PesyanbTaThl Specification / Hopma
11 Assay / KosiuuecTBeHHOe 29.54 mg/ 29.54mr From 27.0mg to 33.0mg of
onpenesieHUe CisH;3NO3 CsH1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
a0 33,0 MI C15H13NO3‘C4H11N03
(xeToponaka TpoMeTaMuH) B 1 MIL
12 Alcohol content / ITanon 11.61 % From 10.60 % to 12.60 %. /

01 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axnoyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

A,

Checked by /
[Tposepero: Ramakant

pod

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaurens

Abhishek Chauhan

|

Reprint Date /
Hara: 20.05.2023

Reprint Date /
Hara: 20.05.2023

1

Reprint Date /
JaTa: 20.05.2023

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: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s Q3¢

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
CEPTUP®HUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol'(KetOrolac) solution for intravenous and intramuscylar injections, 30 mg/ml
IIpoayxr:- Keropon® (xeToponak) pacTBOp /Uil BHYTPHBEHHOTO U BHYTPHMBIILIEYHOT 0 BBEACHH, 30 MI/mit
Batch No / : V230400 Batch Quantity / + 272727 ampules /
Cepus Ne Oo0BeM cepHH - - 272727 amnyn
Analytical Report No /72 237890001664364 Date of Analysis/". =~ 1 20.05.2023
AHAJHTHYECKHIH OTYeT: .N‘o JlaTa aHAJMH3Q -~ < v
Dite of Manufacture/: May-2023 Date of Expiry/
JaTa npou3BoOACTBa - TI'open no :

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001365- 170222

Page 4 of S/ Crp.4u3 5

No

Test / Iloka3aTennb
Ne

Results / PesyabTaTsl

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. /

Mo 1 wMn B avmnynsr o3
CBETO3aLUMUTHOTO CTeKJIa
kopuuHeBoro kmacca [ (USP). B
BepXHEHl 4acTH aMILyJibl HAHECEHBI
KONBIIO W Todyka Ais pasznoma. Ha
aMITyJly HaKJIEUBAlOT 3TUKETKY.

[To 10 aMmyn ¢ WHCTpyKuueil mo
TIPUMEHEHHIO MOMELLIAIOT
B [IBX/amoMHHKHEBEIH GIHCTED.

TTo 1 bnucTepy B MauKy 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. /

Illo 1! wMn B aMOyasl H3
CBETO3ALIWTHOTO CTEKJIa KOPUYHEBOTO
WIH  TEMHO-KOPMYHEBOIO  LBETa
knacca I (USP). B BepxHeit yactu
aMITyJibl HaHeceHbl KOJbLO M TOYKa
s pasnoma. Ha amnynny HakJieuBaroT
ITUKETKY.

I[To 10 amMmyn ¢ HHCTPYKLMEH [0
NpUMEHEHHIO HOMEILAIOT
B [IBX/anmoMuHeBbIi O11MCTED.

ITo 1 6nucTepy B MauKy KapTOHHYIO;
Ul CcTauMoHapoB: mo 2, 3, 5
6I1UCTEpPOR B MAYKy KapTOHHYIO.

ITo 1 6nucTepy B MauKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteerctBuu ¢ H/I.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiensom
XpaHeHue OT cBeTa MecTe Npy Temrepatype He Boiie 25 °C. He 3aMmopaxuBars.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [Ipogykt coorBeTcTBYET Tpebopanuam HJI

Zaxarouenne: OJOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

~" |

Checked by /
IIposepeno: Ramakant

/

Approved by: Manager/Executive /
OnobpeHo: Menemxkep /
(f Abhishek Chauhan

YKOBOAHTEND

Reprint Date /
Hara: 20.05.2023

Reprint Date /
Hara: 20.05.2023

Reprint Date /
Jarta: 20.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L 85195AP1584PLCO04507
www.drreddys.ccm




D . '...O Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND[A

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

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

Hpoaykr: - Keropon® (keroponak) pactBop juisi BHYyTPHBEHHOTO H BHYTPHMBIILEHHOTO BBeAeH s, 30 -mMr/mu
Batch No / : V230400 Batch Quantity / 2 272727 ampules /
Cepus Na O0beM cepnu - 272727 amnyn
Analytical Report No/ ™ ":'890001664364 Date of Analysis./ ™ 20005.2023
Ananutndecknii oryer No , ] : JlaTa anaauza. ¢ feris Sin o

Date of Manufacture/ - : May-2023 Date of Expiry/ =~~~ : Apr-2026

JlaTa npoH3BOACTBA : I'onen 1o e e o s

Analysis performed according ND / Ananns nposeaen mo HJL: JII1-001365-170222

Page50of5/Ctp. 5u3 5

i? Test / [oka3aTenn Results / PesyabTaThl Specification / Hopma
16 Shelf-life / Cpok roagnoctu 3 years. / 3 roga.
API name / HaumenoBanue A®C: Ketorolac tromethamine / KeToponaka TpoMeTaMHH
INN / MHH: Ketorolac / Ketoponax .
API manufacturer batc!l number / ABPHO009987
Homep cepun npoussoautenas APC:
FP Manufacturer API Batch number /
Homep cepuu cybcranuuu npoussoautens IJID: FEQA00140
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., india /
ITponseoautenn, A®C, ctpana: J-p Pennu'c Jlabopartopuc Jita., Mnaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IpogykT cooTBeTcTBYET TpebopanusM HJJ 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Mravesh Rana | Tposepeno: Ramakant Onobpeno: Menenxep / Nykosoautens
é oot Abhishek Chauhan {
e -
Reprint Date / Reprint Date / Reprint Date /
Jara: 20.05.2023 Jata: 20.05.2023 Jata: 20.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




