Dr. Réddy’s Q':‘

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

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keTopoak) pacTBop Juisi BHYTPHUBEHHOTO M BHYTPUMBILIEYHOTO BBeAEHHUS, 30 Mr/mn
Batch No / : V240236 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepuu 272727 amityii
Analytical Report No / : 040002493097 Date of Analysis / : 19.04.2024
AHaJiuTHYecKHil oTueT Ne JlaTa ananuza
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
Jarta npon3BoacTBa TI'onen oo

Analysis performed according ND / Anasus nposeaen no HJL: JIT1-001365-170222

Page1l of 5/Crp. 1 m35

1;.? Test / ITokazaTennb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3pauHbIii GecLBETHBIHM pacTBOP. / Tlpo3pauHslii OecUBETHBIN MU
CBETJIO-KENThIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoanuHHOCTD peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / Bpemena
yIAEPXKUBAaHUA OCHOBHBIX NMHKOB Ha | YHepKUBAaHHUSA OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCIBITYEMOTO | XpoMmarorpaMmme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEeMeHaM | pacTBOpa JOJDKHBI COOTBETCTBOBATH
yIEPKMBAHKMSA OCHOBHBIX MHKOB Ha | BpEMEHAM YIEP)KHBAHMA OCHOBHBIX
XpoMarorpamme CTAHIAapPTHOTO | IHKOB Ha XpoMaTorpamme
pacTBOpa KeTopoJiaka TPOMETaMHHa | CTaHIAPTHOIO PacTBOpa KeTOpolaKa
1% HanpoKCeHa (pazmen | TpoMeTaMHHa M HampokceHa (paszen
«KONnM4ecTBEHHOE OTPEAECICHUEN) «KonnyecTBeHHOE OIpeieNIeHUEN)

3 Clarity / Ilpo3pa4yHocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnmanecueHuus
nperapara He JOJDKHA NPEBbILIATh
OTANECIISHIMIO 3TallOHa cpaBHeHUs L.

4 Color / IIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npy 1JIHHE BOJIHBI
430 aMm.
5 pH 7.39 From 6.9t07.9./0716,9 o 7.9.
6 Particulate matter / MexaHH4ecKue BKIIOYEHHSA

Remarks : The Product confirms to ND/
ITpuMeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akiarwuyenne: OJOBPEHO

Prepared by /
[Toarorosineno: Rama Kant

)

Checked by /

Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoamresnb

Kusum Lata w o

Reprint Date /
Jlara: 19.04.2024

Reprint Date /

Hara: 19.04.2024

Reprint Date /
Jara: 19.04.2024

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: maii@drraddys.com

CIN: L85135AP1984PLCO04507

www.drreddys.com




Dr. Reddy’s Q%.'.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Keropon® (keToposiak) pacTBOp il BHYTPUBEHHOIO M BHYTPMMBIIIEYHOro BBeAeHHs, 30 Mr/mn
Batch No/ : V240236 IBatch Quantity / + 272727 ampules /
Cepus Ne O06bem cepuu 272727 ammyn
Analytical Report No / : 040002493097 Date of Analysis / : 19.04.2024
AHaJHTHYECKHH oT4eT Ne JaTta ananu3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
aTa NPOH3BOACTBA I"onen 1o
Analysis performed according ND / Ananaus nposeaen mo HJI: JI1-001365-170222

Page2 of 5/Crp. 2m3 5

No

No Test / Iloxasarens Results / PeyabTarsl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bupaumble yacTuLbl B cooTBeTCTBUY € TPEOOBAHUSIMH.
6B Invisible particles /
HeBuaymbie yacTULbI:
i. Particles> 10 pm/ 28 not more than 6000 per ampoule /
YacTuy pasMepom > He 6osiee 6000 Ha ammyy;
10 Mmxm
il. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHIL pa3MepoM > He 6osiee 600 Ha ammyny.
25 MXM
7 Related substances / PoacTBeHHbIe npumMecH

IToaroroeneno: Rama Kant

Al

Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Goiee
Hwxe npenena obuapyxenus (11O 0,50 %;
=0.014%)
Impurity C / ITpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He 6omee
Huxe npenena KOJIM4ECTBEHHOTO 0,50 %,;
onpenenenus (ITKO = 0.033%)
Impurity D / ITpumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He OGonee
Hixe npenena o6Hapyxenus (I10O 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnMHuYHas HEMACHTUDUIN 0.06% 0,20 %.
pOBaHHasA MPUMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: IIpoaykT cootBeTcTByeT TpeboBanuam HJI Zaxnmrouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[poeepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoaurens

t Kusum Lata &sz/

Reprint Date /
Jata: 19.04.2024

Reprint Date / Reprint Date /
Hata: 19.04.2024 Jara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tef: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Keropon® (keToponak) pacTBOp /Jisi BHYTPHBEHHOTO ¥ BHYTPHMbIILIEUHOrO BBeACHNUS, 30 mMr/ma
Batch No / 1 V240236 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuH 272727 amnyn
Analytical Report No / : 040002493097 Date of Analysis / : 19.04.2024
AHAJHTHYECKHH oTUeT No Jara anaansza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npou3BoacTBa T'open o

Analysis performed according ND / Anaans nposenen no HJL: JII1-001365-170222

Page3 of 5/Crp.3m35

i.:) Test / [lokasaTenb Results / PesyabTaTnl Specification / Hopma
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mx Not lcss than label claim (1.0 mL) /
H3Bnekaemblit 06bem He menee HomunaneHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
HAOTOKCHHBI KeTopoJlaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITH
CTepuabHOCTb (IJIS1 KA A0 CTEPHJIbHBIM.
15-o0it cepun)

1;.00 Test / [Toka3zaTenb Results / PesyabTaThbl Specification / Hopma

11 Assay / KonnuyecTBeHHOe 29.94 mg /29.94 mr From 27.0mg to 33.0mg of

onpeaeseHue CisH13NO3- C4H 1 1NOs (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13NO3'C4H11NO3
(xeToposiaka TpoOMeTaMuH) B 1 MIL

12 Alcohol content / taHoua 11.86 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Rewaiks : The Droduct confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET Tpeboanusm HJ

Conclusion : APPROVED /
3axmouenue: OJJIOGPEHO

Prepared by /
IToarorosneno: Rama Kant

gl

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemuep / PykoBoautens
Kusum Lata 5

/

Reprint Date /
Jata: 19.04.2024

Reprint Date /
JlaTa: 19.04.2024

Reprint Date /
Hara: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddj,
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
IIponyxkr: Ketopon® (keToponak) pacTBop AJisi BHYTPHBEHHOTO ¥ BHYTPHMBILIEYHOTO BBeACHHS, 30 Mr/mi
Batch No / : V240236 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyi
Analytical Report No / : 040002493097 Date of Analysis / : 19.04.2024
AHaJinTHYecKHH oTuer Ne Jata ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlata npou3soacrea I'ogen oo
Analysis performed according ND / Anasnu3 nposeaen no HJI: JIT1-001365-170222

Page 4 of 5/ Crp. 4 u3 5

No
Ne

Test / Iloka3zaTennb

Results / PesyabTaThl

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. /

ITo 1 w™MnI B aMmMOoyiasl U3
CBETO3aIUTHOIO CTeKIIa
kopuuneBoro xmacca I (USP). B
BEpXHEU YacTH aMIyJibl HaHECEHBI
KOJIBLIO M TOYKa 17 pasnoma. Ha
aMITyJTy HaKJICUBAIOT STUKETKY.

Ilo 10 amMmyn ¢ MHCTpYKLHEH IO
NpUMEHEHHUIO NOMEILAIOT
B IIBX/anoMuHueBHIM On1cTEp.

ITo 1 6nucTepy B MayKy 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. /

IMlo 1 wMn B aMOyJsl W3
CBETO3alMTHOrO CTEKIa KOPUIHEBOT'O
WIM  TEMHO-KOPHYHEBOTO  IIBETA
kiacca I (USP). B BepxHeil yacTu
aMIyJibl HaHeCeHbl KOJNBLO M TOYKa
11 pasiioMa. Ha ammysly HakJIeuBaroT
STHUKETKY.

I[To 10 ammyn ¢ HUHCTpPYKL{MeH IO
OpPHMEHEHUIO MTOMELIAIOT
B [IBX/anoMuHueBsI 6IHUCTED.

ITo 1 6nucTepy B MAUYKy KAPTOHHYIO;
JUld  CTanuoHapos: mo 2, 3, 5
61MCTEPOB B NAYKY KaPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieaHoM
OT CBETa MECTe MPH TeMnepatype He Bolwe 25 °C. He 3aMopaXuBath.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 roga.

Rewatks . The Product cuufiuus o ND/
IMpumeuanue: ITpoaykt cooTBeTcTBYET Tpebosanuam HJI

Cundlusivn . APPROVED /
3akauenne: OJIOBPEHO

Prepared by /

IMoarotosneno: Rama Kant

Checked by /
IpogepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauresnb

( Kusum Lata w S

Reprint Date /
Jara: 19.04.2024

Qulsd

Reprint Date /
Jara: 19.04.2024

Reprint Date /
Jata: 19.04.2024

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

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr. Reddy’s ":'.

" Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp AJiss BHYTPHBEHHOIO M BHYTPHMEIIIEYHOro BeeH s, 30 Mr/mi
Batch No/ : V240236 Batch Quantity / + 272727 ampules /
Cepus Ne O6beM cepnu 272727 amnyi
Analytical Report No / : 040002493097 Date of Analysis / : 19.04.2024
AnajiuTndyecknii oTyer Ne JlaTa aHa/H3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npoM3BoACTBA TI'opgen no
Analysis performed according ND / Anaius nposeaen no HJI: JITTI-001365-170222

Page S of S/Crp. S5u3 S

API name / Haumenopanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoaurenss AOC:

ABQHO006832

FP Manufacturer API Batch number /
Homep cepuu cy6cTanunun npoussoauresis [JIP:

FEQAO00569

API Manufactured by & country /
Hpoussoautens AQC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penu'c Jlabopartopuc JIta., Uuaus

Remarls : The Product confirms to MDY

Conclusion : APPROVED /

Ilpumeyanue: [IponykTt cooTBeTcTBYeT TpeboBanram HJI 3axarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant [Mposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauTensb

Kusum Lata w/

Reprint Date /

Reprint Date /

Jara: 19.04.2024 Hara: 19.04.2024

Reprint Date /
Jata: 19.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tef: +91 40 4300 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




