Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTU®UNKAT AHAJIN3A

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

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

Product : /

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

AHasluTHYeCcKHI oTuyeT Ne

IIpoAaykT: Ketopon® (keToponak) pacTBop juist BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBe/IeHHs, 30 Mr/Mn
Batch No / : V240439 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepun 272727 amiyn
Analytical Report No / : 040002590360 Date of Analysis / : 10.07.2024

JaTta anann3a

Date of Manufacture /
JaTa npoH3BOACTBA

: 06/2024

T'omen mo

Date of Expiry /

: 05/2027

Analysis performed according ND / Auann3 nposenen no HJI: JIT1-001365-170222

Page 1 of 5/Crp. 1 u35

JJI:I.OO Test / Iloka3aTesb Results / PesysnbTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

[Tpo3pauHslit HECLIBETHBIN pacTBOD.

/ TlpospauHblii ©OecUBETHBIH WJIH
CBETJI0-)XKENTBIH PacTBOP.

2 Identification /
IoaNHHHOCTDL

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
yIOep)KUBaHHA OCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMEHaM
YIEPKUBAHHSA OCHOBHBIX MUKOB Ha
XpoMaTorpaMme CTaHIAPTHOTO
pacTBopa KeTopoJiaka TpOMeTaMHHa
" HanpoKceHa (paznmen
«KoMuecTBEHHOE onpe/ieNIeHne»)

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) / BpemeHna
yIEpXUBAHKA OCHOBHBIX ITHKOB Ha
XpoMartorpamme HCIIBITYEMOTO
pacTBopa INOJDKHBI COOTBETCTBOBATH
BpeMeHaM YICpXKMBAHUS OCHOBHBIX
NIHKOB Ha XpoMaTorpamme
CTaHIAapPTHOTO pacTBOpa KeToposaka
TpOMETaMHHa M HalpoKCceHa (pa3zel
«KoNHYeCTBEHHOE OnpeeNIeHUEN)

3 Clarity / IIpo3pauHocThb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
npenapara He JOJDKHA MPEeBbIIIATh
OTANIECIIEHIHIO ITATIOHA CpaBHEHHUSA 1.

4 Color / IIBeTHOCTDb 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu IuinHe BOJIHEI
430 HMm.

5 pH 7.33 From 6.9 t0 7.9./ 01 6,9 no 7.9.

6 Particulate matter / Mexanu4ecKkHe BKJIYEHUS

Remarks : 'I'he Product confirms to ND/
IMpumeuanue: IIpoaykT coorBeTcTByeT Tpebopanuam H/I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 10.07.2024

Hara: 10.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenero: Ambresh ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoautess
Kumar é \pg/ Maurya Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024

Registerad Office: §-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +01 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS51954P1984PLLCO0AST7
wwv.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 www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Ketopon® (keToposak) pacTBOp UIsl BHYTPHEEHHOTO M BHYTPHMBILIEUHOrO BBeAeHUS, 30 Mr/mn
BatchNo/ : V240439 Batch Quantity / : 272727 ampules /
CepHa Ne O0bem cepnn 272727 amnyn
Analjytical Report No / : 040002590360 Date of Analysis / : 10.07.2024
Anainrudgecknii oruer Ne JlaTa aHaJIH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTta npon3BoaCcTBa TI'ogen mo
Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-170222

Page2 of 5/Crp.2mu35

jNo

Test / Iloka3zarenb
No

Results / PesynbTaTh!

Specification / Hopma

6A Visible particles /
Buaumeie yacTHUIIbI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBHH ¢ TpeOGOBAHUSIMH.

6B | Invisible particles /
HeBuuMble 4acTHLIbL:

i. Particles > 10 pm/ 14 not more than 6000 per ampoule /
YacTuL pazMepoM > He 6onee 6000 Ha aMITyTy,;
10 MKM

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
Y4acTUI pa3MepoM > He 6onee 600 Ha ammyy.
25 MKkM

7 Related substances / PoacTBeHHbIE MpHMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / ue Gonee

0,20 %;

Impurity B / Ilpumecs B

Below LOD (LOD = 0.014 %) /
Hmxe npeaena o6Hapyxenus (ITO
=0.014 %)

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

Huxe mpenena obHapyxenus (ITO
=0.014 %)

Impurity C / Ilpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Ooiee
Hmxe nmpenernia KOXHMYECTBEHHOTO 0,50 %;
onpenenenus (IIKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oosee

0,20 %.

Any unspecified impurity /

0.06%

Not more than 0.20 % / He 6onee

poBaHHas NPAMECH

Enuuminas HeuaeHTupuIy-

0,20 %.

Rewuks . The Product confins v WD/
IMpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJI

Coulusivy . APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Iloarotoeneno: Ambresh

Checked by /
IporepeHo: Santosh Kumar

Maurya (&

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautesnb
Manoj Kumar /

Kumar —AL
G
Reprint Date /

Hara: 10.07.2024

Reprint Date /
Jara: 10.07.2024

Reprint Date /
Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L8S5195AP1984PLCCO4507
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 www.drreddys.com

CEPTUO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (xeToposiak) pacTBOp ulsi BHYTPHBEHHOTO M BHYTPHMBILIEUHOrO BBeIeHHS, 30 Mr/mn
Batch No / 1 V240439 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepun 272727 amiiyn
Analytical Report No / : 040002590360 Date of Analysis / : 10.07.2024
AnaJinTHyeckuii oTyer No JaTta ananu3sa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npoH3BOJCTBA T'ogen no

Analysis performed according ND / Anain3 nposegen no HJI: JI[1-001365-170222

Page3 of 5/Crp.3u35

‘]Jlj: Test / [lokazaTesnnb Results / PesynbTaTh! Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He 6ouee
npumecei 1,50 %.

8 Extractable volume / 1.2ml/ 1.2 mn Not less than label claim (1.0 mL) /
H3paexaeMblii 00bem He Menee nHomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHbie <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/Mr
IHAOTOKCUHBI KeTOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh

CTepHaBHOCTD (A5 KaKA0H CTEPWIbHBIM.
15-0ii cepun)
i.oo Test / IToka3aTennb Results / Pe3yabTaThl Specification / Hopma
11 Assay / KosinyecTBeHHOE 29.95 mg/29.95 mr From 27.0mg to 33.0mg of
onpenesjeHue CisH13NO3 C4H 1 NO; (ketorolac

tromethamine) per I mL. / Ot 27,0 Mr
pile] 33,0 MI C15H13N03‘C4H11NO3
(keTopoiaka TpoMeTaMuH) B 1 MIL

12 Alcohol content / ranon 11.95 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : 'I'he Product confirms to ND/
ITpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBaHusaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hata: 10.07.2024

Hara: 10.07.2024

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

IMoaroTosneno: Ambyesh [Tposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoauressb

Kumar g Maurya 7 Manoj Kumar Y
Q& S (

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO0AS0TY
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopoa™ (keToposiak) pacTBop /i BHYTPUBEHHOTO U BHYTPHMBbILIEUHOro BBeieH s, 30 Mr/mi
Batch No / : V240439 Batch Quantity / + 272727 ampules /
Cepus Ne O0beM cepul 272727 amnyn |
Analytical Report No / : 040002590360 Date of Analysis / : 10.07.2024
AnajiuTHYecKHii oTueT No JlaTa aHajamn3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npon3BoaACTBA I'omen mo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT1-001365-170222

Page4 of 5/ Ctp. 4u35

No

Ne Test / [TokazaTesn

Results / PesynabTaTh!

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[Tlo 1 w™Mn B amnoyiasl M3
CBETO3AMIUTHOTO cTekna
kopuuHeBoro kiacca I (USP). B
BEpXHEW YacTH aMITyJbl HaHECEHBI
KOJIBIIO M TOYKa AnA pasnoma. Ha
amITyJly HaKJIEMBAIOT 3TUKETKY.

ITo 10 ammyn ¢ MHCTpYKuUMe# Mo
TIPUMEHEHUIO TIOMEIAIOT
B [IBX/amomMuHueBbIi 6nucTep.

ITo 1 6nucTepy B Ma4Ky 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 w™Mn B aMmoyasl 3
CBETO3AIUTHOTO CTEKIa KODHYHEBOTO
WX TEMHO-KOPUYHEBOIO  [BETa
knmacca I (USP). B BepxHeil uyacTu
aMITyJibl HaHEeCEeHbl KOJNBLO M TOYKa
Iuis passioma. Ha aMmymy HakiienBaroT
STHUKETKY.

I[lo 10 ammyn c HHCTpyKIuel [0
TIPUMEHEHHUIO HOMEILAIOT
B [IBX/amomMuHaMeBbIi OnHCTED.

ITo 1 6nucTepy B nMauky KapTOHHYIO;
IUid  cTaloHapoB: mo 2, 3, 5
6J1CTEPOB B MAaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
OT CBETA MecTe IpU TeMrepaTrype He Boilue 25 °C. He 3amMopaxuBath.

16 Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3aximouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ambresh IMporepeno: Santosh Kumar | Onobpeno: Menemkep / PykopoanTens
Kumar e XE/ Maurya Manoj Kumar A

& =
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.07.2024 Hata: 10.07.2024 Hara: 10.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.ccm

CIiN: LS5195AP1984PLCO04507
wynv.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
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

IIpoaykr: Ketopon® (keToponak) pacTsop MJIsi BHYTPHBEHHOTO W BHYTPUMBIIIEYHOTO BBeACHHUS, 30 Mr/Mi1
Batch No / : V240439 Batch Quantity / : 272727 ampules /
Cepua Ne O6bemM cepHH 272727 amnyn
Analytical Report No / : 040002590360 Date of Analysis / : 10.07.2024
AHaJIMTHYECKHIi oTueT No JlaTa ananunza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Jara npon3BoAcTBa I'ogen 1o

Anallysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page 5of 5/Crp. Sus 5

API name / Haumenopanne ADOC:

Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoautess APC: ABQH00683
FP Manufacturer API Batch number / FEQA00570

Homep cepun cy6eTtanuun npouseoautens [JID:

API Manufactured by & country /
IMpoussoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pexau'c JIabopatopuc JIta., UHOua

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorsercTBYET TpeboBanuam HJT

3aKao4YeHue:

Conclusion : APPROVED /

OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Ioaroroenero: Ambgesh [Tpoeepeno: Santosh AI‘éumar OnobpeHo: Menemxep / Pykosonntens
Kumar (C“ &/ Maurya Q_, Manoj Kumar X
Reprint Date / Reprint Date / Reprint Date /

Jara: 10.07.2024 Hara: 10.07.2024

JlaTa: 10.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLC0OO4ST7
www.drreddys.com




