Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1.tq,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56C01-02
www.drreddys.com

CEPTHOUKAT AHAJTI3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon™ (ketoponak) pacTBop 18 BHYTPHBEHHOTO ¥ BHYTPHMBILICYHOIO BBEACHHA, 30 Mr/mn
Batch No / + V240557 Batch Quantity / + 272727 ampules /
Cepun Ne Oo6neM cepuu 272727 ammyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AnaHTHYeCKHIT oTyeT No Harta apaauia

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npoH3BOACTEA Togen 10

Analysis performed according ND / Anasnus nposenen wo H/L: JIT-001365-170222

Pagelof6/Cip.1 uz 6

Tpo3payHeii HecuBeTHBIH pacTBOp.

J;: Test / IlokazaTens Results / Pe3ynbTaTnl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. /[ | Clear colorless to pale yellow solution.

/ Tlpo3paublif GecuBeTHBINK wiu
CBETJIO-KENITHIit PacTBOP.

2 Identification /
IMoagNKMHHOCTL

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
yICpXKMBaHHA OCHOBHBIX ITHKOB Ha
XpomarorpamMme UCIIEITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YISPXKHMBAHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme CTaHZAPTHOTO
pacTBOpa KETOPONaKa TPOMETAMHHA
u HAMPOKCEHa (pazmen
«KonunaecTpeHHOE OTIPECIEHHUEN)

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
YOEPXKUBAHHS OCHOBHEIX IIHMKOB Ha
Xpomarorpamme HCMBITYEMOTO
pacTeopa [JOJKHbI COOTBETCTBOBATH
BpEMEHAM YJEPXKHBAaHHA OCHOBHBIX
[HKOB Ha XpoMaTorpamMme
CTaHAApPTHOIO PacTBOpa KeTOpoJaKa
TpOMeTaMHHa W Hampokceda (pa3zen
«KonurecTBEHHOE ONPENCICHUE)

3 Clarity / IIpo3paynocTb

Complies / CooTeeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npenapara He ZO/KHA NMPeBLIIaTh
OMNANECUEHLIUIO DTAIOHA CpaBHeHHA 1.

4 Color / liBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy Ai1HE BOJHEBI
430 HM.

5 pH 7.32 From 6.9t07.9./0T16,9 no 7,9.

Remarks : The Product confirms to ND/
IIpumewanye: IlpogykT cootBeTcTBYET TpebosaruaM HJI

Conclusion : APPROVED /
Bakmouenne: OQJOBPEHO

Prepared by /
IToarororneno: Pardeep

Checked by /
Iposepeno: Pawan Kumar

OnobpeHo:

Manoj Kumar

Approved by: Manager/Executive /

Menenxep / Pykoponutens

f hﬂ -

Kumar
C‘L =
Reprint Date /

Jlarta: 23.08.2024

Reprint Date /
Jarta; 23.08.2024

Reprint Date /
Hara: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 290690, Fax: +91 40 4300 2999, Email: maii@drreddys,com

CIN: LB3195AP1S84PLCOO4507
wywww.drreddys.com
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Dr. Reddy's Laboratories |t
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS A

" CEPTHOMKAT AHAJIV3A Wi CriEday o
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoAykT: Ketopon™ (keTopoJiak) pacTBOp Ansl BHYTPHBEHHOrO M BHYTPMMBILIEYHOrO BECACHHA, 30 mMr/mn
Batch No / : V240557 Batch Quantity / : 272727 ampules /
Cepua Ne O6nem cepun 272727 ammyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024

AHaJTHTHYeCKHil oTdeT Ne

Jara ananusa

Date of Manufacture /
Jlara NPpOH3BOACTBA

: 07/2024

Date of Expiry
T'onewn 10

/ : 06/2027

| Analysis performed according ND / Ananuns nposejen mo HJL: JITT-001365-170222

Page2of6/C1p. 2 u3 6

JJI;I.:’ Test / TlokasaTens Results / PesyasTarhe Specification / Hopma
6 Particulate matter / Mexannieckne BKJTHOYCHHSA

6A Visible particles /
ByauMblie Y4acTHLLT

Complies / CoOoTBCTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHHM € TPEOOBAHMAMH.

6B Invisible particles /
HeBuauMsbie yacTHLbI:

i Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTHl pa3MepoM > He Gonee 6000 na amnyny;
10 mMkm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL, pa3sMeEPOM > He Gonee 600 Ha amnyny.
25 MXM
7 Related substances / PoacTBeHHbIE TPHMeCH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He Gomnee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %} / not more than 0.50 % / me OGoiee
Hwke npegena o6Hapyxenus ([10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee

Hwxe npezaena KONHIeCTBEHHOTO
onpeaenewis (IKO = 0.033 %)

0,50 %;

Remarks : The Product confirms to ND/
ITpumedanue: IpoaykT cooTBeTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
Zaxawyenne: OJOBPEHO

Prepared by /
Ioaroroemexo: Pardeep

Kumar c)—ﬁ_/

Checked by /

[poeepeHo: Pawan Kumar

!

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens

Manoj Kumar

M

Reprint Date /
Jara: 23.08.2024

Reprint Date /

Jara: 23.08.2024

Reprint Date /
Jata: 23.08.2024

Registernd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tal: +F1 40 1000 2000, My 197 40 4900 20929, Cwil. mail@dn eddys.une
CIM: L85135AP1584PLCO04507

wwv.direddys.com
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CEPTHO®HKAT AHAJIA3A

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

IIpoayxT: Ketopon" (keroponak) pacTBop AIf BHYTPHBEHHOIO U BHYTPHMBIIIEYHOIO BBEACHHUA, 30 mMr/ma
Batch No / 1 V240557 Batch Quantity / : 272727 ampules /
Cepun Ne O6bem cepHn 272727 ammyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AnafHTHYeCKHH oTyeT Ne Jara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara TpOH3BOACTBA I'ogen g0

Analysis performed according ND / Ananuz nposeaen no HJI: JII1-001365-170222

Page3 of 6/Crp.3uz 6

".1:: Test / HokazaTesn Results / PesyabraThl Specification / Hopma
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He 6onee
Huxe npenena obnapyxenus (110 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He 6ousnee
ExurnyHas HeuaeaTHQUIY- Hwxe mpezena KOTHYECTEEHHOTO 0,20 %.
PpOBaHHas NIPUMECH onpeznenenus (IIKO = 0.050 %)
Total impurities / Cymma 0.15% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mMn Not less than label claim (1.0 mL) /
HspnexaeMslii 06L.em He menee romuHansroro (1,0 mMn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepHanbHble <=0.725 E3/mr tromethamine. / He Gonee 5,8 E3/Mr
3HIOTOKCUHLI KeTOpoaaKa TPOMETaMUHA.

10 Sterility (every 15th batch) / NA Must be sterile. / JomkxeH O6bITb
CrepuibHocTb (A5 KAXKIOM CTEpPHIILHBIM.
15-oii cepun)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Tpumeuanue: ITpoaykt coorsercTayet Tpebosanqsm HII Zaxmoyenne: OJTOBPEHO

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

[MoaroTorneno: Pardeep ITpoeepeno: Pawan Kumar Onobpeno: Menemkep / Pykosoautenhb

Kumar of Manoj Kumar b ‘Z[,L
e My 1

Reprint Date / Reprint Date / " Reprint Date /

Jata: 23.08.2024 Jara; 23.08.2024 Hara: 23.08.2024

Registered Office: 8-2-337, Road Na. 3, Banjzra Hills, Hyderabad - 500034, Telangzna, India

Tel: +51 40 4908 2500, Fax; +91 40 4900 299¢, Email: maii@drrsadys.com
CIN: [85135AP1984PLCOD450T
wiyvy,direddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories I.td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIH3A

Product : /

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

| ITpo/lykT: Keropon™ (ketoponak) pacTBop Ans BHYTPHBEHHOIO H BHYTPHMBILEYHOTO BBOJICHHA, 30 mr/mn
BatchNo / 1 V240557 Batch Quantity / : 272727 ampules /
|Cepusn Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AuanuTHyeckuii oruer Ne JlaTa aHaanza

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

|AaTa upou3Bo/icTBa Iomen a0

Analysis performed according ND / Auanu3s nposeien no HJL: JIT1-001365-170222

Paged of 6/ Crp. 4 u3 6

1;:: Test / Iloka3areb Results / PesyasTaThl Specification / Hopma
11 | Assay/KonnyecrsenHoe 29.71 mg/29.71 mr From 270mg to 33.0mg of
onpexeneHune C5H;3NO;3- C4H11NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
go  33,0mr Cy;sHisNOs C4H;{NOs
(keToposaKa TPOMETaMKH) B 1 Mil.

12 Alcohol content / dTaion 12.12 % From 10.60 % to 12.60 %. /
Ot 10,60 % gm0 12,60 %.

Remarks : The Product confirms to ND/
ITpuMeuanne: [Iponykr coorserctyeT Tpeboranuam HJL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Hara: 23.08.2024

Jara: 23.08.2024

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

Ioaroroenexo: Pardeep INpoBepero: Pawan Kumar Ono6peno: Menemwkep / Pykosomsresns,

Kumar f Manoj Kumar \) M’
C)l*’—;' £ ¢ S— ) }.”‘.

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Barjzra Hills, Hyderabad - 500034, Telanpana, India
Tel: +61 40 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com
CIN; L85195/AP1984PLCO04507
wwv.direddys.com
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Dr. Reddy's Laboratories |tg_
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A,

- Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS e o

CEPTHOHKAT AHAJIHM3A

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

ponaK) pacTBop I BHYTPHBEHHOTO H BHYTPMMBILLIEYHOro BBENEHHS, 30 Mr/mn

HpodyxT: Ketopon® (xero

AnaATHYeCKH oTyeT No

Batch No / : V240557 Batch Quantity / : 272727 ampules /
|Cepun Ne Obnem cepHu 272727 aMmiyil
Analytical Report No / : 890001756585 Date of Analysis / + 23.08.2024

JlaTa anainsa

Jara npou3BOACTBA

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

Togen xo

Analysis performed according ND / Anasnn3 nposeen mo HJI: JI[1-001365-170222

Page50f6/Crp. Suz 6

No

N Test / IMoxaszarensb

Results / Pe3yapTaTsl Specification / Hopma

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.

PV(/aluminum blister. 1 blisters in a carton pack;

1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
Mlo 1 mMn B amoymst u3 | inacarton pack./

CBETO3AIUTHOTO crekna ([ Ilo 1 Mn B  aMmylnsl M3

xopuuneroro knacca I (USP). B | cBETO3alIMTHOTrO CTEKIA KOPHYHEBOTO
BEpxHell YacTH aMIIynbl HaHECEHbl | WM  TEMHO-KODHYHEBOTO  LIBETa
KOJNIBIO W Touka mia pasnoma. Ha | kmacca I (USP). B BepxHeit uyactu

aMITyJly HaKJIEHBAIOT STUKETKY. aMMyJILl HAHECEHbl KOJBUO H TO4ka
[To 10 amnyn ¢ MHCTpykuMeidt no | [IA pasfnoMa. Ha ammyny HaxJieHBaloT
NPYUMEHEHNIO TOMEINAIOT | 3THKETKY.

B [IBX/anmoMUHHERR /i BIUCTED. Ilo 10 aMmy1 ¢ WHCTPYKLHEH 1o
TTo 1 6nucTepy B Na4Ky KapTOHHYIO. | NPUMEHEHHIO NOMEeU4roT

B TIBX/aniomMnnueBsiii Gnuctep.

ITo 1 6nucTepy B Na4Ky KapTOHHYIO;
IS CTAauuoHapoB: no 2, 3, 5
GIHCTEPOB B MAYKY KapTOHHYIO.

14 Labelling / MapkupoBxa

According to ND/ B cootsercTeuu ¢ HJI.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B saiuuniesaoM
OT CBETa MECTE IpU Temnepatype He Bbille 25 °C. He 3amopaxxuBaTh.

Ioprotorneno: Pardeep

Kumar Q,L_h

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanse: Ipopykr coorrercrayer Tpebopannam HI Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIposepero: Pawan Kumar OpnobpeHo: Menemiep / PykoBOANTE1b
‘{- Manoj Kumar h";‘;ﬁi

Reprint Date /
Hara: 23.08.2024

Reprint Date/ Reprint Date /

Jara: 23.08.2024 Jara: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangzna, India
Tel; +91 40 49NN 29NN, Fax: +41 40 420N 2999, Email: maii@drroddys.com

CIN: L85195AP1984PLC0D4507
www.direddys.com




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJII3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaykr: Kertopon® (keToponak) pacTBop Juta BHYTPHEEHHOTO ¥ BHYTpHMbilneuHoro ssefenus, 30 Mr/mn
Batch No/ : V240557 Batch Quantity / : 272727 ampules /
Cepus Ne O0neM cepHi 272727 amiiyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AHaJINTHYECKHH oT4eT Ne JlaTa aHaJan3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlata NpoH3BO/ICTRA T'open oo

Analysis performed according ND / Anaus

nposejen no HJI: JIT1-001365-170222

Page 60f 6/ Crp. 6 u3 6

l;.f Test / IMokasarenn Results / PesyabTarsl Specification / Hopma
16 Sheli-life / Cpox roanoctn 3 years. / 3 ropa.

API name / Haumenosanue ADC:

Ketorolac tromcthamine / KeTopoiaka TpOMETaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouseogutenst AQC:

ABQHO006959

FP Manufacturer API Batch number /

Homep cepun cy6cTasumu rnposssoautens IJID:

FERA00154

API Manufactured by & country /
Iponzeonntens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c JIaGoparopuc Jita., UHaus

Remarks : The Product confirms to ND/

[Ipumeuanne: ITponykr cootBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
Sakmwyenne: OJOGPEHO

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

TloproroeneHo: Pardeep Iposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoantens

Kumar Manoj Kumar /
Dj-ﬂ_' = . -'lmf e

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.08.2024 Harta: 23.08.2024 Jara: 23.08.2024

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +51 40 4900 2500, Fax: +53 40 4300 2999, Email: maii@drreddys.com
CIM: L831954P1584PLCOD4507

www.direddys.com




