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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

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

Hpoaywr: Keropon” (keToposiak) pacTBop Jyist BHYTPHBEHHOTO M BHYTPHMbILICHHOTO BEC/CHHA, 30 mr/mn
Batch No / : V250361 Batch Quantity / : 454545 ampules /
Cepnn Ne O0nem cepnn 454545 amnyn
Analytical Report No / : 890001811328 Date of Analysis/ : 31.05.2025

AnajauTHyeckuil oruet Ne

JlaTa apanm3a

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

Jata npou3sBOACTBA

Togen 1o

Analysis performed according ND / Anau3s nposejien 1o HJI: JII1-001365-230124

Pagelof5/Crp. 1135

No

Test / ITokazaTenan
Ne

Results / Pe3ysabTaTsi Specification / Hopma

1 Description / Onucanue

Clear  colorless  solution. / | Clear colorless to slightly yellow
Tpo3pa4Helit 6GeCUBETHBIH pacTBOP. color solution. / TIpospauHsiii
pacTBOp OT GECLIBETHOTO IO CBETIO-
JKENTOTO LBETa.

2 Identification /
IMoaauHHOCTH

HPLC / BOXX

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHa
XpOMaTOrpamMmme UCTIBITYEMOTO
pacTeopa KOJKHBI COOTBETCTBOBATH
BpEMEHAM YIeP>KUBAHMA OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHAapTHOro pacTeopa (pasnen
«KonuecTBEHHOE OTIpEeNeTICHHEN)

UV- spectrophotometry /
V®-cniektpooTOMETpPHUS

Complies as prescribed/ UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y-
CTIEKTPbI NOTIOLIEHUSA
UCTILITYEMOTO PacTBOpa U pacTBopa
cTaHjapTHOro ofpasia KeTopoyaka
TpoMeTamuHa B obmactd ot 200 1o
400 gM IOJDKHBI HMETH MAKCHMYMBI
HoromeHys npu 322+2 uM.

CoOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[TpnMeuanue: TIpOAYKT COOTBETCTBYET TpedoBanusiM HJI Baxmouenue: OJOBPEHO

Prepared by /
TMoarorosneno: Ramakant |

lr'__ "-\,Ld;.

¥
5,

Checked by / Approved by: Manager/Executive /
IMpoeepeno: Pardeep Kumar OnobpeHo: MeHemxep (Pyxoso,umenb

OL/‘ Amit Kumar AL ’ i

Reprint Date / \
Jara: 31.05.2025

{
Reprint Date / Reprint Date / '
Jlara: 31.05.2025 Jara: 31.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOU4507
www.drreaays.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
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Product : /

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

TIponykr: Keropon™ (keToponak) pacTop uls BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOrO BBENIEHN, 30 mr/mn
Batch No / : V250361 Batch Quantity / : 454545 ampules /
Cepmus Ne O0beM cepuH 454545 amnyn
Analytical Report No / : 890001811328 Date of Anmalysis/ : 31.05.2025
AHajnTHYecKHi oT4eT No JlaTa anaausa

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

JlaTa npoH3BoACTBA T'open xo

Analysis performed according ND / Anaaus nposenen no H/I: JIT1-001365-230124

Page 2 of 5/ Ctp. 213 5

1;.? Test / [TokasaTenn Results / PesyibTaThi Specification / Hopma
3 Clarity / Ilpo3pauHocTh Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnaecueHLys nperapara He
JOIDKHA TIPEBBILIATH ONANECLIEHIIHIO
sTanoHa cpaBHeHus L.
4 Color / IIBeTHOCTDb 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[MornomnieHye AOHKHO OBITH HE
Gonee 0,20 nipu LTHHE BOIHBI
430 um.
5 pH 7.4 From 6.9 to 7.9./ 01 6,9 no 7,9.
6 Particulate matter / MexaHH4YeCKHE BKJINYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements.
BuaumMble 4acTULBI /
B cOOTBETCTBHH € TpeOOBaHHMAMH.
6B Invisible particles /
Hepuaumble 4aCTHLIBL:
i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTui pa3MepoMm > He 0onee 6000 Ha amimyity;
10 MkM
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
JaCTHUI[ pa3MEPOM = He 6ostee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHnbIe pUMecH

Remarks : The Product confirms to ND/
Ipumeuanue: IIpomykT cooTseTcTByeT TpeboBaHusaM HJQ

Conclusion : APPROVED /
3akmogenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Ramakant

A

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBourenb
Amit Kumar | L

Reprint Date / \

Hara: 31.05.2025

Reprint Date /

Jara: 31.05.2025

e
Reprint Date/
Jara: 31.05.2025

Registered Office: §-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0OUA507
www.drreddys.com




Dr.Reddy’s ‘_‘:’.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel 1401 2816€ 56001-02
www.drreddys.com

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

IpoaykT: Ketoposn™ (keToponax) pacTBOp [/isi BHYTPUBEHHOIO M BHYTPHMBILLEYHOTO BBeACHUA, 30 Mr/ma |
Batch No / 1 V250361 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuH 454545 amnyn
Analytical Report No / : 890001811328 Date of Analysis/ : 31.05.2025
AHaJHTHYeCKHH oT4deT Ne Jara anainsa

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

JaTa npon3BOACTBA T'onen no

Analysis performed according ND / Auann3 nposenen mo HJI: JI[1-001365-230124

Page3of 5/C1p.3u35

1;.00 Test / [lokazaTenn Results / Pe3yjabTaTbl Specification / Hopma
___Impurity A/ Tlpumecs A 0.10% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hinke npeznena obHapyxenns (I10 = 0,50 %;
0.014 %)
Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / ne Gonee
Hwxe npegena obnapyxenus (I10 = 0.50 %:
0.010%) T
Impurity D / ITpumecs D not more than 0.20 % / He 6onee
Not detected / He obHapyxeHa 0,20 %.
Individual unidentified Not more than 0.20 % / He 6onee
impurity / Enuaugnas . 0,20 %.
HeuaeHTHOULMPOBaHHASA 0.06%
MpUMech
| Total impurities / CymMma 0.2 % Not more than 1.50 % / He 6Gonee
NpUMeECEH 1,50 %.
8 Extractable volume / 10.2 ml/10.2 ma Not less than 10.0 ml (collectively
H3eiekaemblii 00beM measured volume of 10 ampoules) /
He Menee 10,0 M (06beM,
H3MEpEHHBIH Ha OCHOBAaHUM
06beMHEHHOTO conepxkuMoro 10
aMITyJt)

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 31.05.2025

Jara: 31.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroTorneno: Ramakant INTposepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTens
@LL/ ] Amit Kumar J\/‘//
/- < _'-.‘\. e
Reprint Date / \ Reprint Date / Reprint Date /

Hara: 31.05.2025

Registered Office: §-2-337, Road No. 3, Banjara Hiiis, Hyoerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@direddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com

[ Product : /

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

AHamuTuyecKni oTyet Ne

Ipoaykr: Ketopon” (KeTOPONAK) pacTBOp M1 BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBeACHHS, 30 mr/ma
Batch No / : V250361 Batch Quantity / : 454545 ampules /
Cepusa Ne O0nem cepui 454545 amnyn
Analytical Report No / : 890001811328 Date of Analysis/ : 31.05.2025

JaTta ana1mu3a

Date of Manufacture /
Jlara npousBoacTBa

: 05/2025

Date of Expiry / : 04/2027
Togen 1o

Analysis performed according ND / Ananns nposenen mo HJL: JITIT-001365-230124

Page 4 of 5/Crp. 4u3 5

amber glass ampoules (USP). A cut

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 /

Illo 1 w™Mn B aMioylnel U3
CBETO3AIUTHOTO CTeKNIa TEMHO-
xoprunesoro kmacca I (USP). B

ring and point in the upper part of

i.g Test / TlokasaTenn Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuanbHbie /<=0.725 ED/Mr Ketorolac Trometamol. / He Gonee
3HIOTOKCHHBI 5,8 ED3/mr KeTOponaka
TpOMeTaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITH
CrepuibHOCTD (1A KAXKIOIH CTEPIILHBIM.
15-oii cepumn)
11 Assay / KonnuecTBeHHoe 30.52 mg /30.52 Mmr From 27.0 mg to 33.0 mg of
onpepneneHue C1oH24N205 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 Mr CoH24N206 (keTOponaka
TpoMeTamoI) B 1 MiL.
12 Alcohol content / ITaHon 12.06 % From 10.60 % (v/v) to 13,10 %
./
Or 10,60 % (06/06) 1o 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a
carton pack /

Ilo 1 wMn B aMmIoylbl U3
CBETO3AIUTHOTO CTEKIa TEMHO-

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HJA

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

Prepared by /
Tloarorosnexo: Ramakant [posepeno: Pardeep Kumar
\)
¥

Checked by /

Approved by: Manager/Executive /
Opo6peno: Menemxep A PykoBoauress

t Amit Kumar [\r;//

Reprint Date /
Hara: 31.05.2025

by

Reprint Date /
Hara: 31.05.2025

Reprint Date /
Jara: 31.05.2025

Regisiered Office: 8-2-337,

Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: .85195AP1984PLCO04507
www.drreddys.com




®e Dr. Reddy's Laboratories Ltd,
? o@ Fermulation Unit-6
Dl". Red dy S Q.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, iNDIA

: - ey Te! : +01 98166 56001-02
CEPTHOUKAT AHAJM3A - o "

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

HpoaykT: Ketopon™ (keToposiak) pacTBOp A/ BHYTPHBEHHOIO 1 BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/Ma
Batch No/ : V250361 Batch Quantity / : 454545 ampules /
Cepusi Ne O06bem cepiifi 454545 amnyn
Analytical Report No / : 890001811328 Date of Analysis/ : 31.05.2025
AHanuTHYECKHI oTyeT No Jlara anajn3a

Date of Manufacture / : 05/2025 Date of Expiry / : 04/2027

JaTa npoH3BOACTBA Tonen go

Analysis performed according ND / Ananus uposeaen no HJL: JIT1-001365-230124

PageS5of5/Crp. 5u3 5

ig Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
BEepXHEH UYaCTH aMITyJlbl HaHECCHbl | KOPUYHEBOTO IBeTa Kilacca I (USP).
KOMBLO M TOYKA Ang paznoma. Ha | B BepXueil yacTH aMIyJibl HAHECEHBI
aMILyJTy HaKJIEHBAIOT ITHKETKY. KOJbLO M TOouka and paziaoma. Ha
[To 10 amnyn ¢ MHCTpYKUMeH MO | aMIyJsly HAKIE€HBAIOT STHKCTKY.
MPUMEHEHUIO nomernaor | Ilo 10 ammyn ¢ HMHCTpYKIMe#d mo
B [IBX/anioMuHAEBEIH OMHCTED. NPUMEHEHHUIO B
o 1 GaucTepy B MaYKy KapTOHHYIO. MBX/amomunuesslit 6nuctep. Ilo
1 6nuctepy B Mauyky KapTOHHYIO;
ona  cmayuonapog. mo 2, 3, 5
| GnHCTEpOB B NAYKY KAPTOHHYIO.
14 Labelling / MapknpoBka According to ND / B cootsetcrenu ¢ H]L.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3allIMILIeHHOM
XpaHeHue oT cBeTa MecTe IpH Temmeparype He Bbime 25 °C. He 3aMopaxuBath.
16 Shelf-life / Cpok ropHocTi 2 years. / 2 roja.
API name / HaumenoBanue AQC: Ketorolac Trometamol / KeToposnaka TpoMeTaMon
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoautena ADC: 2KTM0641024
FP Manufacturer API Batch number /
Homep cepuu cyGeranuun npoussomurest IJID: FERA00706
API Manufactured by & country / S}:med Labs Ltd., India/
Ilpoussogutens ADC, crpana: Catimen Jla6e JiTa., Unaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanue: poaykr coorsercTayeT Tpebosatuam H/I 3axmogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Ramakant . | IIposepeno: Pardeep Kumar Ono6peno: Menemiep / PykoBoauTesb
(Y \ k}}]j‘_ 'ﬁ_{[ Amit Kumar W i~
&: \* —— { ~
Reprint Date / ‘ Reprint Date / Reprint Date /
Jata: 31.05.2025 Jara: 31.05.2025 Jara: 31.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0V4507
www.drreddys.com



