Dr.Reddy’s Q3¢

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 98166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Keropon® (keToposak) pacTBOp [Ulsi BHYTPUBEHHOTO M BHYTPHMBIIIEYHOTO BBeACHHMS, 30 MI/mM
Batch No / : V231000 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 040002346433 Date of Analysis / 1 27.12.2023
AHanuTHYeCKHiH oTyeT Ne Jara ananusza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Hdata npon3BoacTBa Lonen po

Analysis performed according ND / Anasus nposeaen no HJI; JITI-001365-170222

Pagel of 5/Crp.1m35

No

No Test / IlokazaTens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3paunpiit ceemyo-xenTelii | / IlpospayHslif GecLBETHbIM WM
pacTBop. CBETVIO-KEJITBIH pacTBop.

2 Identification /
IMoanunnoOCTH

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)KUBAaHUS OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIAEPXUBAaHUA OCHOBHBIX IHKOB Ha
Xpomarorpamme CTaHIAPTHOTO
pacTBOpa KeToposiaka TpOMETaMKHA
u HanpoKCceHa (pasnen
«KomyecTBEHHOE OTIpeNeICHHEN)

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
YIEPKUBAHUS OCHOBHBIX IHMKOB Ha
XpoMmarorpamme ACTIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATDH
BpeMeHaM YICP)KHBaHHs OCHOBHBIX
TMKOB Ha XpoMaTorpaMMe
CTaHJAapTHOTO pacTBOpa KETOpOJakKa
TPOMETAMWHA U HAINpPOKCeHa (pa3men
«KosmyecTBeHHOE ONpe/ieIeHHEY)

3 Clarity / IlpozpauHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHmus
npernapara He JOJDKHa MPEBbIATh
OTAIECHEHIIHIO STATOHA CpaBHEeHus L.

4 Color / IIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu mivHE BOJIHBI
430 Hm.

5 pH 7.39 From 6.9 t0 7.9./ 0t 6,9 mo 7.9.

Remarks: The Product confirms to ND/
[Tpumeyanue: [Ipoaykr cooTBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
Baxmwuenue: OJJOBPEHO

Hara: 27.12.2023

Jarta: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
INogroroeneno: Ambresh [Tpoeepeno: Sa‘sh Kumar | OmoGpeno: Menemxkep / PykoBoauresib
Kumar Maurya ;_ Manoj Kumar th’h g w-(,
gttt
—Reprint Date / Reprint Date / Reprint Date /

Jara: 27.12.2023

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: L85195AP1984PLC0O04507
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 98166 56001-02

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keToposiak) pacTBOp juls BHYTPMBEHHOIO ¥ BHYTPUMBILIEYHOTO BBeACHHS, 30 MI/MIT
Batch No / : V231000 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 040002346433 Date of Analysis / 1 27.12.2023
AnanuTHYecKHi oTyeT Ne HJara anaausza
Date of Manufacture / : 1172023 Date of Expiry / ¢ 10/2026
JlaTta mpoH3BOICTBA I'onen xo
Analysis performed according ND / Ananus nposeaen no HJI: JIIT-001365-170222

Page2 of 5/ Crp. 2 u3 5

6 Particulate matter / MexaHu4eckue BKJIIOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumble yacTHILIbI B cooTBeTcTBHU C TpeOOBaHUIMH.
6B Invisible particles /
HeBuaumble yacTHLIBI:
i. Particles> 10 pm/ 24 not more than 6000 per ampoule /
Yactun pasMepoM > He 6onee 6000 Ha ammyny;
10 MkM
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YaCTHULl pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe MpUMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / ne Goiee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gomee
Hxe npenena obuapyxenus (II0 = | 0,50 %:
0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He 6Gonee
Hike npefiena KoIuIecTBEHHOro 0,50 %;
onpezenenus (ITKO = 0.033 %)
Impurity D / Tlpumecs D not more than 0.20 % / He Gonee
Below LOD (LOD =0.014 %) / 0.20 %.
Huxe npenena o6Hapyxenus (ITO ’
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He Gosee
EnvHudHaA HeuneHTUGUIU- 0,20 %.
0.05 %
pOBaHHas IPUMECH

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYeT Tpebopanmsm HJI

Conclusion: APPROVED /
3aximoyenne: OJJOBPEHO

Hara: 27.12.2023

Hara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosneno: Ambresh ITpoeepeHo: Santosh Kumar | Omzobpeno: Menemxep / PykoBonurens
Kumar / Maurya Og Manoj Kumar \“ wll
S — 5 l"_ o
/
Reprint Date / Reprint Date / Reprint Date /

Jara: 27.12.2023

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: L85135AP1984PLC004507
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 98166 56001-02

CEPTUD®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp Juisi BHYTPUBEHHOTO M BHYTPHMBILIEUHOrO BBEAeHHs, 30 MI/Mi1
Batch No / : V231000 Batch Quantity / : 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 040002346433 Date of Analysis / : 27.12.2023
AnaJIHTHYeCKHH oTueT No JlaTa anaauza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jdara npon3BoACTBA TI'ogen no
Analysis performed according ND / Ananu3s nposesen no HJI: JITI-001365-170222

Page 3 of S/Crp.3u3 S

Total impurities / Cymma 0.26% Not more than 1.50 % / He Gonee
npumeceii 1,50 %.

8 Extractable volume / 1.0 mli/ 1.0 Mmn Not less than label claim (1.0 mL) /
H3BiiekaeMblii 00beM He menee HomunansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 E3/mr tromethamine. / He Gonee 5,8 ED/Mr
IHAOTOKCHHBI KeTOpoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBITH
CTepHabHOCTD (A1 KaXKA0M CTEPUIBHBIM.
15 oii copum)
11 Assay / KosinuecTBeHHOE 29.46 mg/ 29.46 mr From 27.0mg to 33.0mg of
onpeje/eHue Ci15sH13NO3-C4H11NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0 MT C15H[3N03‘C4H11NO3
(xeToponaka TPOMETaMHH) B 1 MIL
12 Alcohol content / 3TaHon 11.72 % From 10.60 % to 12.60 %. /
Ot 10,60 % o 12,60 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Tpumeuanue: [Ipoaykt cooretcTByeT TpeGosanuam HJI

3axmouyenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ambresh

Checked by /
[posepero: Santosh Kumar

Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens

Manoj Kumar J‘h@(j

Kumar éy
Reprint Date /

Hata: 27.12.2023

Reprint Date /
Jara: 27.12.2023

Reprint Date /
Hata: 27.12.2023

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: L85195AP1984PLC004507
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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropoa® (keToponak) pactBop /Uil BHYTPUBEHHOTO H BHYTPHMBILICYHOrO BBeAEHHUS, 30 Mr/ma
Batch No/ : V231000 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002346433 Date of Analysis / : 27.12.2023
AHanauTHdecKnii ordyer Ne JaTa aHaau3a
Date of Manufacture / : 1172023 Date of Fxpiry / : 1072026
JlaTa npou3BoACTBA T'ogen xo
Analysis performed according ND / Anaan3 nposeaed o HJI: JII1-001365-170222
Page 4 of 5/ C1p. 4 m3 5

13 Packaging / Ynakoska

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. /

Ilo 1 wMn B aMmmoynsl u3
CBETO3AIUTHOI'O CTeKJIa
kopuuneBoro kmacca 1 (USP). B
BEpXHEW YacTH aMITyJbl HaHECEeHbl
KOJIbII0O ¥ TOYKa s pasioma. Ha
aMIIyJly HaKJIEMBaIOT STUKETKY.

Ilo 10 ammyn ¢ MHCTpyKLMEH Ino
NPUMEHEHHUIO MOMELAIOT
B [IBX/anmoMuBueBsIii 6ucTep.

ITo 1 6nucTepy B Nauky 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 wMn B amoyiasl u3
CBETO3AILUTHOrO CTEKIIa KOPUIHEBOTO
WIH  TEMHO-KOPHYHEBOTO  L[BETA
kinacca I (USP). B BepxHelt uactu
aMITyJibl HaHEeCeHbI KOMbLO M TOYKa
IS pa3noma. Ha aMIyny HakJIeuBarOT

3THUKETKY.
I[lo 10 ammyn ¢ HHCTpyKUMEH IO
[IPUMEHEHUIO [IOMELIAIOT

B [IBX/antoMUHUEBDII GIHCTED.

I[To 1 6aucTepy B MayKy KapTOHHYIO;
UId  cTaudoHapoB: mo 2, 3, 5
OJIUCTEPOB B NNAYKY KapTOHHYIO.

ITo 1 6nucTepy B MayKy KapTOHHY:O.

14 Labelling / MapkupoBka

According to ND / B cootBetrctBuu ¢ H/I.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3auuinesHoM
OT CBETa MecTe NpU TeMInepartype He Boiiie 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok rogHocTa

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: ITpoayKT cooTBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3akmwouenue: OJOBPEHO

Hara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ambresh Iposepeno: Santosh Kumar | Ono6peHo: Menemkep / PykoBoantesns
Kumar W Maurya iy 0 Manoj Kumar Moy il
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.12.2023 Hara: 27.12.2023

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: L85195AP1984PLC004507
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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : /

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

IIpoaykr: Ketopon® (keTopoJiak) pacTBOp Uil BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOro BBeACHHUS, 30 MI/mi
Batch No / : V231000 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 040002346433 Date of Analysis / : 27.12.2023
AHAJIMTHYECKHIH oTueT Ne Jlara anaanza

Date of Manufacture / + 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BOACTBA I'onen no

Analysis performed according ND / Anann3s nposeaen nmo HJI: JIT1-001365-170222

PageSof 5/Crp.5u3 S

API name / HanmenoBanue ADC:

Ketorolac tromethamine / KeTopojaka TpoMeTaMHUH

Homep cepum cy6eTanuun nponssoaurens I'JIP:

INN/MHH: Ketorolac / Keroposak
| API manufacturer batch number /

Homep cepun npoussoautess ADC: ABQHI03N0

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
Hpoussoaurenb ADPC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepmu'c Jlaboparopuc Jlta., Unnus

Remarks: The Product confirms to ND/
IpuMeuanue: TIpoayKT cOOTBETCTBYET Tpebosanusam H/T

Conclusion: APPROVED /
3akmodenue: OJIOBPEHO

Hara: 27.12.2023

JHara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ambresh I[Tpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykopoanreiib
Kumar Maurya A Manoj Kumar "l

: = Q& J )
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 27.12.2023

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: L85195AP1984PLC004507
www.drreddys.com




