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Dr. Reddy's Laborateries Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayxT: Ketopon® (keToponak) pacTBOp [1si BHYTPUBEHHOTO M BHYTPHMBILIEYHOTO BBEeHHs, 30 mr/m
Batch No / : V240141 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 040002457686 Date of Analysis / : 27.03.2024
AHAJHTHYECKHH oTueT No JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa IpOH3BOACTBA I'onen 10

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222

Page 1 of S/Crp. 1 u3 5

IMpo3pauHblii 6ecuBETHBIH pacTBOP

1;.:) Test / Iloka3aTennb Results / PesynbTaTsl Specification / Hopma
1 Description / Onncanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHelif OGeCUBETHBIN HIIH
CBETJIO-XKEJNTHIH PacTBOP.

2 Identification /
IToanuHHOCTDL

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
yIOEPXUBAHHUA OCHOBHBIX MUKOB Ha
XpoMaTorpaMmme UCTILITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YIEPXKUBAHHS OCHOBHBIX MHKOB Ha
XpoMarorpamme CTaHJapTHOTO
pacTBOpa KeTOpojiaka TpoMeTaMHHa
U HanpoKCceHa (paznen
«KoJM4ecTBEHHOE ONPENEIEHHE)

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
yIOEpXKUBaHHs OCHOBHBIX ITHMKOB Ha
XpoMmarorpaMmme UCIIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpEMEHaM YAEPKHBaHUS OCHOBHBIX
IIUKOB Ha XpOMaTOrpamMmme
CTAQHAAPTHOTO PacTBOpa KeToponaka
TPOMETAMKMHA M HaNpOKCceHa (paszne
«KonmyecTBEHHOE OTpe/IETICHHE)

3 Clarity / Ilpo3pa4yHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHLUs
npernapata He A0JDKHA NPEBbILIATh
OTIAJIECHEHLHIO 3TAJIOHA CpaBHEHHA 1.

4 Color / IlpeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy IUIMHE BOJHEI
430 uM.

5 pH 7.38 From 6.9 to 7.9./ Ot 6,9 o 7.,9.

Remarks: The Product confirms to ND/
IMpumeyanue: IIpoAyKT cooTBeTcTBYET Tpebopanuam H/I

Conclusion: APPROVED /
3akmouenune: OJIOGPEHO

Prepared by /
IMToarorosneno: Santosh Kumar

Maurya SQ

Checked by /
IporepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Pavan Kumar Sharma

Onobpeno: Menemxkep / szosomrrerrh

Reprint Date /
Jara: 27.03.2024

Reprint Datc /
Hara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Registered Office: 8-2-337, Road No, 2, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www drreddys.com
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Dr. Reddy's Laborateries 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
CEPTUOHUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Kertopon® (xeToponak) pacTBOp IS BHYTPHBEHHOTO ¥ BHYTPUMbIILIEYHOTO BBEACHNA, 30 Mr/Mn
Batch No / : V240141 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepu 272727 amniyn
Analytical Report No / : 040002457686 Date of Analysis / : 27.03.2024
AnayuTHYecKHii oTyeT No Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npon3BoACTBA I'ogeH no

Analysis performed according ND / Anann3 nposenen no HJL: JI[1-001365-170222

Page 2 of 5/ Crp. 2 u3 S

[pumeuanue: ITponykt cootBeTcTByeT TpeboBanram HJI

6 Particulate matter / MexaHu4ecKHe BKJIIOYEHHUSI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
- BunuMele yacTHIIBI B COOTBETCTBUHU C TPEOOBAHUIMH.
6B Invisible particles /
HeBuaumble YaCTHLBL:
i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTui pasMepom > He 6onee 6000 Ha amnyy;
10 Mxm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3sMeEpOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe IPUMeECH
Impurity A / Ilpumeck A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / I[Ipumecs B Not detected / He o6Hapysxena not more than 0.50 % / He Gomee
0,50 %,
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Hmxe npenena KONUYECTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
1 V)
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
0,20 %.
Hwxe npenena odHapyxenus (I1O
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6oinee
EnuHu4YHas HeuaeHTUGHITU- 0,20 %.
poBaHHas IPUMECh
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

3akmouyenne: OJIOBPEHO

JHara: 27.03.2024

Jara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kumar ITposepeno: Pardeep Kumar Ono6peno: Menemxep / WTEHL
Maurya r\ff_{_ ) t _ Pavan Kumar Sharma /
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tol: 491 30 2900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 68166 56001-02
www.drreddys.com

CEPTUOPHUKAT AHAJIN3A

Product : /

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

Ipoayxr: Kertopon® (keToposnak) pacTBop Allsl BHYTPUBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHU, 30 Mr/ma
Batch No / : V240141 Batch Quantity / + 272727 ampules /
Cepus Ne O0bem cepun 272727 amiiysi
Analytical Report No / : 040002457686 Date of Analysis / : 27.03.2024
ApanuTnyecknii oruer Ne JlaTra apanuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTta npon3BoacTBa I'ogen oo

Analysis performed according ND / Anaun3 nposeaen mo HJI: JI[1-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.20% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

HU3Bnexaemblii 00beM

He menee HoMuHanbHOro (1,0 M)

9 Bacterial endotoxins /
BakrepuanbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EDQ/mr

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

10 Sterility (every 15th batch) /

NA

Must be sterile. / JlomkeH OBITH

CTepHJILHOCTL (/151 KAXKAOH CTEPWIBHBIM.
15-o0ii cepumn)
11 Assay / KonnyecTBenHoe 30.17 mg/ 30.17 mr From 270mg to 33.0mg of
omnpenesieHne CisHi3sNO3- C4H1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 Mr C15H13N03'C4H11NO3
(xeTopoJylaka TPOMETaMMH) B 1 MIL
12 Alcohol content / IraHon 11.93 % From 10.60 % to 12.60 %. /

Or 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpomykT cooTBeTcTBYET TpeOoBaHusaM H]L

Conclusion: APPROVED /
3axiawyenne: OJJOGPEHO

Prepared by /
IToaroroeneno: Santosh Kumar

Maurya Cﬁ; )

Checked by /
IMpoeepeno: Pardeep Kumar

N

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PykoBoautens
Pavan Kumar Sharma & —

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Jara: 27.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +61 40 4900 2999, Email: mail@direddys.com

CIN: LR5195AP1284PLCO04507

www.drreddys.com
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Dr. Reddy's Labcrateries Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,

Distt. Solan, H.P., 173 205, INDIA

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

AnaguTuyeckui oTyer No

CEPTHOHKAT AHAJIHM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon" (keroponak) pacTBOp [UiA BHYTPUBEHHOIO U BHYTPHMBILICHHOIO BBEICHHA, 30 mr/mn
Batch No / 1 V240141 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepiu 272727 amiiyn
Analytical Report No / : 040002457686 Date of Analysis / : 27.03.2024

Jara anajausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

T'ogen go

JlaTa nponsBogcTRA

Analysis performed according ND / Anasms nposesen mo HJI: JI[1-001365-170222

Page 4 of 5/Crp. 4u3 S

13 Packaging / YnakoBka

1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cut ring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to

ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mo 1 wMn B amoylsl u3 | ina carton pack./

CBETO3aHIUTHOTO creia | ITo 1 wMm B  aMIy’nsl U3

xoprunesoro knacca I (USP). B | cBeTO3alUTHOrO CTEKNIa KOPHIHEBOIO
BepXHEH 4YacTH aMmmysbl HAaHECEHbl | MIM  TEMHO-KOPUYHEBOTO  LBETa
KOABLO ¥ TOuka mnsA pasnoma. Ha | wmacca I (USP). B BepxHedt 4actu

aMITyJTy HAKJIIEHBAIOT 3TUKETKY. amITyJbl HaHECEHbI KOJbLO M TOUKa
[To 10 amMmyn ¢ MHCTpyKIwme# mo | i pasnoma. Ha ammyny HakIeHBarOT
MIPUMEHEHUIO MOMEIAIOT | 3THUKETKY.

B [IBX/antoMuHueBbI# 61ACTED. ITo 10 ammyn ¢ HHCTPYKLMEH 110
Mo 1 6nucTepy B nayKy KapTOHHYIO. | TPUMEHCHHIO MOMELIAIOT

B [IBX/anmoMuHHeBBIH OuCTED.

ITo 1 6nucTepy B Mauky KapTOHHYIO;
UI1  cTaudoHapos: mo 2, 3, 5
OJIUCTEPOB B TaYKy KapTOHHYIO.

ITo 1 6nucTepy B NayKy KapTOHHYIO,

14 Labelling / MapkupoBKa

According to ND / B cootBeTcTBUH ¢ H/L.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBETa MeCTe IIpU TemIepatype He Bbiule 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox roaHoctn

3 years. / 3 rona.

IMoarorosneHo: Santosh Kumar
Maurya @7

e

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: TIpoaykT cooTBeTcTBYET TpeboBannam HJL 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Mpoeepeno: Pardeep Kumar Onobpeno: Menemkep /RykoBosurens

ﬁ Pavan Kumar Sharma

—

Reprint Date /
Jarta: 27.03.2024

Reprint Date / Reprint Date /
Jara: 27.03.2024 Jlarta: 27.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 91 40 4900 2900, Fax: +91 40 4900 2593, Email: mail@drreddys.com

CIN: L851954P1934PLCO0A507
wiww.drreddys.com
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Dr. Reddy's Labcratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 172 205, iNTIA
Tel: +91 98166 56C01-02

CERTIFICATE OF ANALYSIS wwdrreddys.com

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon" (keToposnak) pacTBOp /i BHYTPUBEHHOTO  BHYTPMMBILIEYHOro BBEIEHHUS, 30 mMr/mu
Batch No / : V240141 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 040002457686 Date of Analysis / : 27.03.2024
AHaJMTHYECKHH 0TUeT No Jara ananusza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npou3BoAcTBa TI'open po

Analysis performed according ND / Anasnn3s nposeaen mo HJI: JIIT-001365-170222

Page Sof 5/Crp. 5u3 5

API name / Haumenopanue ADC:

Ketorolac tromethamine / KeToposiaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu nponssoautenst AQC:

ABQH005596

FP Manufacturer API Batch number /

Homep cepun cy6cTanuuu npouspoautessi ['JIP:

FEQA00499

API Manufactured by & country /
Ipouspoautens AQC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopwuc JIta., Mnausa

Remarks: The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmwuenune: O/IOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya @

Checked by /
IIpoeepeno: Pardeep Kumar

il

Approved by: Manager/Executive /

OnoGpeHo: Menenxep / RykosoauTens
Pavan Kumar Sharma {an——=

Reprint Date /
Jara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jlata: 27.03.2024

Registerad Office: 8-
Tal: +81 40 4900 2800, Fax:

2-237, Foad No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
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