Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories {td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDtA
Tel : +91 98166 56001-07
www.drreddys.com

CEPTHOHKAT AHAJ3A

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

IIpoaykT: Ketopon® (keToposiak) pacTBOp JUIA BHYTPHEEHHOIO H BHYTPHMBILICHHOTO sseaerus, 30 mr/ma |
BatchNo / : V240558 Batch Quantity / : 272727 ampules /
Cep#a Ne Ob61LeM cepHH 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnanuTHyecKHi oTueT Ne JlaTa anajan3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npoH3BOACTBA I'omen no

Analysis performed according ND / Ananus nposeaen no H/L: JIT1-001365-1 70222

Pagelof 6/Crp.1 u3 6

ITpo3pauHsIii GecUBETHELA pacTBOp.

JJI:: Test / INoxazarens Results / Pe3ynbTaTst Specification / Hopma
1| Description / Onucanne Clear colorless solution. / | Clear colorless to pale yellow solution.

/  TlpospayHelii OecCUBETHLIH 1K
CBETJIO-XKENTHIA PacTBOP.

2 Identification /
IoANKHHHOCTD

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
YAEPXKHBAHUA OCHOBHBLIX TIMKOB Ha
XpoMaTorpamme HCITBITYEMOrO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
YOEPXKHBAHMA OCHOBHBEIX ITHKOB Ha
XpoMaTorpamme CTAaHJapTHOTO
pacTBOpa KETOPOJIdKa TPOMETaMUHA
7} HanpoKceHa (pasnen
«KoJIHIeCTBEHHOE OTIpeeIeHue))

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
YZIEPXUBAHAS OCHOBHBIX MHKOB Ha
XpomaTorpaMme UCTIBLTYEMOTO

pacTBopa MNOMKHBI COOTBETCTBOBATh
BpeMeHaM YIEp)XHMBaHUA OCHOBHbLIX
MTUKOB Ha XpoMaTorpaMmme
CTaHRAPTHOTO PAacTBOpa KETOpOJNaka
TPOMETAMHMHA H HanpokceHa (pa3gen
«KoNM4ecTBEHHOE ONIPEAeNIEHHEY)

3 Clarity / IIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecue HUust
npenapara He J0/KHa IPEBBILUATE
OTIANIeCEHNHIO 3TaNloHa CpaBHEHHS L.

4 Color / IserHocTh 0.041 Not more than 0.20 at 430 nm. /
He 6osee 0,20 npu WHHE BOJIKB
430 HM.

5 pH 7.32 From 6.9t07.9./016,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoxyKT cooTeeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Jaraouenue: OJJIOBPEHO

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

ToaroTosneHo: Santosh [Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykososuzes

Kumar Maurya L Manoj Kumar ‘\ ” {?
77 oo

Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.08.2024 Jlata: 24.08.2024 JHara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
1] +Y L 4 dYUG 290U, FARE +Y1 4U 4UUU £Y9Y, Emall maltiidrresdys.con

CiN: L85195AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd_
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIU3A

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

| Hpoayxr: Ketopon” (ketoponak) pacTBop AN BHYTPHBEHHOTO U BHyTpHMb!mE'-[HOI"O geenenns, 30 mr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Ceprn Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AraJuTHIecKHH oTueT Ne Jara anaansza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

JaTa npoH3BOACTBEA Toaen g0

Analysis performed according ND / Anamms nposegen no HJL; JI[1-001365-170222

Page2 of 6/ Crp. 2 u3 6

ITogroroeieHo: Santosh

Kumar Maurya @(

11;00 Test / [ToxkazaTenas Results / Pe3ynbTaTht Specification / Hopma
6 Particulate matter / MexannueckHe BKIIOYEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuayMele 9acTHLBI B coOTBETCTBUH ¢ TPEOOBAHUAMH.
6B Invisible particles /
HeBuauMLIe YaCTHIbI:
i. Particles> 10 um/ 10 not more than 6000 per ampoule /
YacTui pasmMepoM > He Gonee 6000 Ha ammyJy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHL pa3MEPOM = He Gonee 600 Ha amItyny.
25 MKM
7 Related substances / PogcTeeHHbIC NPHMECH
Impurity A / Ilpumecs A 0.16% not more than 0.20% / ue Gomnee
0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He OGonee
Hmxke npenesna o6Hapyxenns (I10O 0,50 %;
i 0.014 00)
Impurity C/ Ilpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Gonee
Huxe mpegena KONHYECTBEHHOTO 0,50 %;
onpepenedus (IIKO = 0.033 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Iponyxt cooTBercTRYCT TpeGoRarmamM HJ| BaxmoueHnc: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Tposepeno: Pardeep Kumar | OnoGpeno: Menemxep / Pyhﬂenb
Lr

(4/7 Manoj Kumar L\\hn

Reprint Date /
Iara: 24.08.2024

Reprint Date / Reprint Date /
Mara: 24.08.2024 JHara: 24.08.2024

Ragistarad Off

ico; 8 2 337, Road Mo, £, Bonjora Hills, Hyderabad 500031, Telangana, India

Tei: +91 40 4900 2900, Fax: +91 40 4900 7999, Ernail: maii@drreddys.com

CiN: L85195AP1984PLC0045907
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keToponiak) pacTBOp Ulst BHYTPHEEHHOIO ¥ BHYTPHMBIIEHHOTO BEC/ACHILA, 30 mr/mn
Batch No / : V240558 Batch Quantity / : 272727 ampules /
Cepxin No Obnem cepui 272727 amnyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AnaaurngeckEnii order Ne JlaTa anajnsa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoH3BOJCTBA I'onen 10
Analysis performed according ND / Ananus nposejien no HJ1: JITI-001365-170222

Page3of 6/Cip.3 3 6

]JI:? Test / Iloka3aTens Results / Pe3yabraThi Specification / Hopma
| Tmpurity D / Tipumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He Gonee

Huxe nipegena obuapyxenus (1O 0,20 %.
=0.014 %)

Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee

EnusnuHas HeHaeHTUGALHM- Huxe npeaena k0J1H4eCTBEHHOTO 0,20 %.

pOBaHHAA NPUMECH onpenenenns ([IKO = 0.050 %)

Total impurities / Cymma 0.16 % Not more than 1.50% / He Gonee

npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 Mnt Not less than label claim (1.0 mL) /
H3siekaemblit 06beM He Menee roMuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaxTepHanbHble <=(0.725 ED/mr tromethamine. / He Gonee 5,8 EB/mr
IHTOTOKCHHBI KeTOpOJiaka TPOMETAMKHA.

10 Sterility (every 15th batch) / NA Must be sterile. / omxeH 6bITh
CTepuabHOCTD (A8 KaxAo#i CTEPUJIBHBIM.
15-o0ii cepun)

Remarks : The Product confirms to ND/
ITpumeyanne: Ilponykr coorgercrayer Tpeborannam HII

Conclusion : APPROVED /
3akmwvenne: OJJOBPEHO

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

[oaroToBneno: Santosh ITpogepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoagrens

Kumar M ﬁ, Manoj K ' f
umar Maurya <>£’, anoj Kumar @Eﬁd

Reprint Date / Reprint Date / Reprnt Date /

Jara: 24.08.2024 Hara: 24.08.2024 Jlata: 24.08.2024

Registered Dffice: 8-2-337, Road Mo. 3, Barjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@direadys.com

CIN: L85195AP1984PLCO04597
www.drreddys.com




Dr.Reddy’s ‘_’:'.

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayKT: Ketopon™ (keToponak) pacteop juist BHYTPHBEHHOTO 1 BHYTPHMBILICHHOTO BBCACHUS, 30 Mr/ma
Batch No / 1 V240558 Batch Quantity / : 272727 ampules /
Cepxin Ne 061eM cepun 272727 amnya
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
Ananwrngeckuii oryer Ne Jara anaanza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

aTa NPOH3BOACTBA Toaen 10

Analysis performed according ND / Ananus nposeaen no HJI; JIT-001365-170222

Paged4 of 6/ Crp. 4 M3 6

1}: Test / [TokasaTenn Results / Pe3ynsTaThi Specification / Hopma
11 Assay / KosimyecTBeHHOC 29.68 mg / 29.68 mMr From 270mg to 33.0mg of
onpencheHHe Cy5H;3NO3-C4H (NOs (ketorolac

tromethamine) per 1 mL. / OT 27,0 Mr
o 33,0 mr CisHisNO3 C4H ;1 NO;
(xeTopoNaka TpOMETaMuH) B 1 M.

12 Alcohol content / ITanon 12.08 % From 10.60 % to 12.60 %. /
07 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykr cooTrercTBYeT Tpebopaunam HIJ 3axnoyenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroenexo: Santos TIposepeno: Pardeep Kumar | Onobpeno: MeHemkep / PYKOBOAMTEN L
Kumar Maurya 1@ - Manoj Kumar @u f
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.08.2024 Hara: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direadys.com

CIN:

L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’e

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIA3A
Product : / Ketoral (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon™ (keroponiak) pacTsop sl BHYTPHBCHHOTO M BHYTPHMBIIICHHOIO BECACHNA, 30 mr/mn
BatchNo/ : V240558 Batch Quantity / s 272727 ampules/ |
Ceprin Ne Q6beM cepun 272727 amiyn
Analytical Report No / : 890001756589 Date of Analysis / : 24.08.2024
AHaJIRTHYCCKUN 0THeT Ne JlaTa anaansa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa NpOH3BOJACTBA Topen 7o
Anallysis performed according ND / Anann3 nposeaes no HII: JIT1-001365-170222

Page 5of6/C1p.Sn3 6

No

Ne Test / [TokazaTeas

Results / Pe3ynsTaThbt

Specification / Hopma

13 Packaging / YnakoBska

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring

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 wmMnm B amoylsl W3
CBETO3ALIUTHOTO cTexTa
xopuyHeporo knacca I (USP). B
BEpXHEH YaCTH aMILy/bl HAHECEHEI
KOJMSLO M TOuKa AidA pasnoma. Ha
aMIyJly HaKJICHBAIOT JTHKETKY.

Mo 10 aMmyn ¢ HHCTPYKLMEH 1o
IPUMEHEHUIO NOMELUAIOT
B [IBX/anmomnnueBbli 6nucTep.

ITo 1 6nucTepy B MaYKy KaApTOHHYIO.

and point in the upper part of

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 aMIOyAel U3
CBETUALLMTHOIO CTEKNA KOPHIHEBOTO
WIM  TEMHO-KOPYYHEBOTO  IlBETa
knacca I (USP). B BepxHeit 4acTu
aMmynbl HaHeceHbl KONBUO H TOYKa
s pasnoma. Ha aMIysty HakyieuBaoT

3THKETKY.
ITo 10 aMmys ¢ WHCTPYKUMEH 00
MPUMEHEHHUIO TOMELIAoT

B [IBX/antoMuHUEBBIH GIHCTED.

ITo 1 6nxcTepy B NauKy KapTOHHYIO;
I8 cTaudoHapoB: mo 2, 3, 5
GJCTEPOB B MAMKY KaPTOHHYIO.

14 Labelling / MapxupoBka

According to ND / B cootsercTeum ¢ H]L.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuutensom
OT CBETa MECTE NPH TEMIEPATYpPe He BbIIIE 25 “L. He 3aMOPAKUBATD.

Remarks : The Product confirms to ND/
TIpumeuanme: IIpoayKT COOTBETCTBYET TPEGOBAHHAM HA

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
IMogroroeneno: Santosh Ipoeepero: Pardeep Kumar | Ono6peno: Menemxep / PykoroauTess
Kumar Maurya E Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

Ilara: 24.08.2024 Jara: 24.08.2024 Jara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (hdia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.con

CIN: L85195AP1984PLC004507
wiwwe.drreddys.com




Dr.Reddy’s ‘j’:‘

CERTIFICATE OF ANALYSIS

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

Vili. Kho!, Nalagarh Road, Baddj,
Distt. Sclan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddvs.com

CEPTUPHKAT AHAJIA3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon™ (keToponak) pacTsop [uls BHYTPHEEHHOIO W BHYTPHMbILICHHOTO BBE/ACHHA, 30 mr/mn
Batch No / 1 V240558 Batch Quantity / « 272727 ampules /
Cepstn N Q6nem cepun 272727 amnyn

Analytical Report No / : 890001756589
ARauTHYeCKHH oTyeT No

Date of Analysis / : 24.08.2024
JlaTa aHa/IH3a

Date of Manufacture / : 07/2024
Jlara npon3BoacIsa

Date of Expiry/ 1 06/2027
Tomes 1o

Analysis performed according ND / Auanun3

nposeaen no HJL: JIN1-001365-170222

Page 6 of 6/ C1p. 6 M3 6

i? Test / [TokazaTens Results / Pe3yabTaTbl Specification / Hopma
16 Shelf-life / Cpox roaHocTH 3 years. / 3 rona.

API name / Hanmenopanue A®C:

Ketorolac tromethamine / KeToponaka TpOMETaMHH

INN / MHH:

Ketorolac / Ketoposiak

API manufacturer batch number /
Homep cepun nponseoaureis APC:

ABQH007113, ABQH006959

FP Manufacturer API Batch number /

Howmep cepusi cyGeranuns npouspoantens FJId:

FERA00030, FERA00154

APT Manufactured hy & country /
IMpoussoantenp APC, crpana:

Dr. Reddy's T ahoratories Ltd., India /
JI-p Pepau'c Jlabopatopwc JIta., Muaus

Remarks : The Product confirms to ND/
[pumeuanue: IIpoaykr cooTBeTCIBYET Tpebon

Conclusion : APPROVED /
amuam HJT Zakmoyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TlogroToeneno: Santosh ITposepeno: Pardeep Kumar | Ono6peno: Mexemxkep / PykosoanTens
Kumar Maurya @' or/, Manoj Kumar '@QL

. \ L
Reprint Date / Reprint Date / Reprint Date /
Jlata: 24.08.2024 Hara: 24.08.2024 Iara: 24.08.2024

Registered Office; 8-2-337, Road

No. 3. Banjrra Hills, Hyderabarl - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5185AP1984PLCD04507

www.drreddys.com




