e
Dr.Reddy’s Q;’

Dr. Reddy's Laberateries tid.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS vwwvi.drreddys.com

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposnak) pacTBOp Ajisi BHYTPUBEHHOTO U BHYTPHMBILIEYHOTO BBeIeHHUs, 30 Mr/Mn
Batch No / : V240163 Batch Quantity / : 272727 ampules /
Cepus Ne O06bem cepHu 272727 amnyn
Analytical Report No / : 890001724242 Date of Analysis / : 26.03.2024
AHayiuTHYecKHii oTueT No Jara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JdaTa npon3BoacTBa T'open mo

Analysis performed according ND / Anayau3s nposeaen mo HJI: JI1-001365-170222

Pagel of 5/Crp. 1135

1;00 Test / [loka3aTesb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.
IIpo3paunblit ceetno-kenteii | / Ilpo3pausblii OECLBETHBIA MU
pacTBOp. CBETJIO-KEIThIH pacTBOP.

2 Identification /
IMoannHHOCTH

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) / BpemeHa
YOEpXUBaHHUSA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
YAEPXUBAHUS OCHOBHBIX MUKOB HA
XpOMaTorpamMmme CTaHAAPTHOTO
pacTBOpa KeTopojiaka TpOMEeTaMHHa
u HaNpoKCeHa (pa3men
«KonuuecTBEHHOE ONpeieneHHE»)

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
yIEePKUBaHHA OCHOBHBIX [HKOB Ha
XpoMaTorpaMme UCTIBITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBATh
BpeMEHaM YAEpXUBaHUS OCHOBHBIX
[TMKOB Ha XpOMaTOTpaMMe
CTaHJAPTHOTO pacTBOpa KETOpoJiaka
TPOMETaMHHa W HampoKceHa (pasaen
«KonyuecTBeHHOE OTpeaeIeHHe»)

3 Clarity / Ilpo3payHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuys
npernaparta He J0JKHA NPEeBbIIIATh
OMANIECLIEHIIUIO ITATOHA CpaBHEHUA 1.

4 Color / lIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IMHE BOJIHBI
430 uMm.

5 pH 7.40 From6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
ITprmeuanue: IIponykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya @Q//

Checked by /
IIpoeepeHo: Pardeep Kumar

<{-—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens
Rishu Sharma me

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +21 20 41900 2800, Fax: +92 40 4900 2999, Email: mait@drreddys.com

CIN: LS5195AP1984PLCO0450G7
www.direddys,com
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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
IIpoaykr: Ketopon® (keToponak) pacTBOp Jisi BHYTPHBEHHOIO H BHYTPUMBILIEUHOTO BBeACHHs, 30 Mr/mi
Batch No / : V240163 Batch Quantity / + 272727 ampules /
Cepus Ne O6Bem cepHu 272727 amyn
Analytical Report No / : 890001724242 Date of Analysis / : 26.03.2024

AxajuTHUdecKui oruer Ne

JlaTa apaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JlaTa npon3BoacTBa

Toxen go

Analysis performed according ND / Auasn3 nposexen no HJI: JI[1-001365-170222

Page 2 of 5/ Cxp. 2 3 5

6 Particulate matter / MexaHH4YecKHe BKIIIOYEHHS

6A Visible particles /
BuaumMble 4acTHIpI

Complies / CooTBETCTBYET Should correspond to requirements. /
B cooTBeTcTBUH ¢ TpeOOBAHMMH.

6B Invisible particles /

HeBuanmple yacTULIBI:

i. Particles > 10 pm/
YacTui pasMepoM >
10 MxM

ii. particles>25 um/
YACTHIL Pa3sMepoM >

04 not more than 6000 per ampoule /
He 6osee 6000 na ammyy;

00 not more than 600 per ampoule /
He Gonee 600 Ha ammyy.

25 MKM
7 Related substances / PoacTBeHHbIE IPpUMeECH

Impurity A / [Tpumecs A 0.15% not more than 0.20% / He 6onee

0,20 %;
Impurity B / [Ipumece B Not detected / He o6HapyskeHa not more than 0.50 % / ue OGosee

0,50 %,
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / gost0 103(.)re than 0.50 % / ne 6onee

Hike mpesena KOMHYECTBEHHOTO 70
Impurity D / [Tpumecs D onpeneneris (IIKO =0.033 %) not more than 0.20 % / He OGolee

Below LOD (LOD = 0.014 %) / 0,20 %.
Huxe npenena obnapyxenus (I10

=0.014 %)

Any unspecified impurity / 0.06% Not more than 0.20 % / He Gonee

Enunuynas HenpeHTUOULIH- e 0,20 %.

poOBaHHas1 NpUMECH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTcTBYET Tpebopanusm HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar [Tposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoautens
Maurya (o j Rishu Sharma 511’"“"
Reprint Date / Reprint Date / Reprint Date /
Jlata: 26.03.2024 Jara: 26.03.2024 Hata: 26.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +81 40 1900 2900, Fax: +51 40 4900 299¢, Email: mail@drreddys.com

CIN: L85 165AP1984PLCO0A507
wwi.drreddyvs.com
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Dr. Reddy's Labcerateries ttd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product : /

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

IIpoaykKT: Keropon® (keToponak) pacTBop Ajs BHYTPMBEHHOIO W BHYTPMMBILIEYHOTO BBeACHHS, 30 Mr/mu
Batch No / : V240163 Batch Quantity / : 272727 ampules /
Cepusi Ne Qo0bem cepuu 272727 amnyn
Analytical Report No / : 890001724242 Date of Analysis / : 26.03.2024
AHaJIMTHYECKHH oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ana;mu3 nposegen mo HJI: JIIT1-001365-170222

Page3of 5/Crp.3u3 5

Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3Bnexaemsblit 00beM

He menee HomuHansHOro (1,0 M)

9 Bacterial endotoxins /
BakTepHasbHbie
IHAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 EQ/Mr

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

10 Sterility (every 15th batch) /
CTrepuibHOCTL (ANA Kama0i
15-0i1 cepnu)

NA

Must be sterile. / JlomxeH OBITH
CTEPUJILHBIM.

11 Assay / KonnuecTBeHHOe
ompenejieHne

29.67 mg/ 29.67 mr

From 270mg to 33.0mg of
Cy5H13NO3-C4H | 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
p1 (8] 33,0 MI C15H13NO3'C4H11N03
(keTopoJaka TPOMETaMHH) B 1 ML

12 Alcohol content / ITanon

11.79 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: Ipoaykr coorBeTcTBYET Tpeborannsim HJJ

Conclusion: APPROVED /
3akawyenne: OJIOBPEHO

Prepared by /
IMonrorosneno: Santosh Kumar

Maurya @,\/

Checked by /
ITporepeno: Pardeep Kumar

=t

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosoaurens
Rishu Sharma

for

Reprint Date /
Jata: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 10 4900 2900, Fax: +01 49 4600 2999, Email: maild@drreddys com

CHY: LR5195AP1924PLCOOASDT
www.drreddys.com
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Dr. Reddy's Lahcrateries Ltd

Formulation Unit-6

vill. Khol, Malagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPUKAT AHAJIA3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykr: Ketopon® (xeToponak) pacTBop [J/isi BHYTPHBEHHOIO W BHYTPHMBIIIEYHOIO BBEAEHHS, 30 MI/my
Batch No / : V240163 Batch Quantity / ¢ 272727 ampules /
Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001724242 Date of Analysis / 2 26.03.2024
AHaJuTHYCCKHI 0TUeT Ne JlaTa ananau3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npou3BoacTBa I'open go
Analysis performed according ND / Anaan3s nposegen mo HJI: JI[1-001365-170222

Page4 of 5/ Crp. 4u3 5

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. /

Ilo 1 w™Ma B amoyisl M3
CBETO3AIIUTHOTO CTeKna
kopuuHeBoro kmacca I (USP). B
BEpXHEll 4acTH aMmyfibl HaHECEHbI
KONBLIO U TOYKa A1d pasinoma. Ha
aMITyny HaKJIEMBAIOT 3THKETKY.

ITo 10 amMmyn ¢ WHCTpPYKLMEH IO
NIPUMEHEHHIO TOMELIAIOT
B [IBX/anoMuHIEBBIH OIHCTED.

ITo 1 6nucTepy B MauKky 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. /

[lo 1 wMn B ammoynasl U3
CBETO3aLIMTHOTO CTEKIIa KOPUYHEBOTO
WIH  TEMHO-KOPMYHEBOTO  LBETA
knacca I (USP). B BepxHell wactu
amrysibl HaHeceHbl KOJBLO U TOYKA
11 paznoma. Ha amnyny HakjienBaroT
ITUKETKY.

I[To 10 ammyn ¢ HHCTpyKLME#d IO
NPUMEHEHUIO NOMEIAIT
B [IBX/asmoMiHUEBEII GrucTep.

ITo 1 6nucTepy B MUKy KapTOHHYIO;
JUli  CcTauuoHapoB: mo 2, 3, 5
OJIMCTEPOB B MAYKy KapTOHHYIO.

I[To 1 6nuctepy B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooteerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3a10uIlEHHOM
OT CBETa MECTE MpH TeMIiepaType He Bole 25 °C. He 3aM0opaXuBaTh.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IMpumeuanue: [Tponykrt coorsercTByeT Tpebosannsam HJI

Conclusion: APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
IToarorosiexo: Santosh Kumar

Maurya (_,X//
e

Checked by /
[Tpoeepeno: Pardeep Kumar

I

Rishu Sharma

Approved by: Manager/Executive /
OnoGpeno: Me?mxep / PykoBOOUTEH

vy

Reprint Date /
Hata: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Reprint Date /
Jara: 26.03.2024

Registered Office: 8-7-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034 Telangana, India
Tal, 51 40 4900 2900, Fax: +91 40 4800 2099, Email: mail@drreddys.com

CIN: LB51S5AP1584PLE004507
www.drreddys.com
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Dr- Reddy S S Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +61 93166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ilpoaykr: Ketopon® (ketoposnak) pacTBop Ajiss BHYTPMBEHHOIO H BHYTPUMBIILIEYHOTO BBeACHHUS, 30 Mr/mn
Batch No / : V240163 Batch Quantity / : 272727 ampules /
Cepus Ne O61em cepHH 272727 amnyn
Analytical Report No / : 890001724242 Date of Analysis / : 26.03.2024
AHaauTH4yecKH# oTyeT No JMara ananunza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3sBoacTBa I'ogen no
Analysis performed according ND / Ananus nposenen mo HJI: JIT1-001365-170222

PageSof 5/Crp. 5u3z 5

API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToposaka TpoMeTaMiH
INN / MHH: Ketorolac / Ketoponax
API manufacturer batch number / ABQH005596

Homep cepun npoussoaurtens A®C:
FP Manufacturer API Batch number /

Homep cepun cyOcTanuuu npouspoautens [JID: RSO

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipousroautean APQC, cTpana: H-p Penpau'c JTabopatopuc Jita., Unnus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlponykT cootsercTByeT TpeboBanusm HJT 3axmouenne: OJJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorornexo: Santosh Kumar IIpoeepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykoroautens
Maurya Rishu Sharma

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.03.2024 Jara: 26.03.2024 Jara: 26.03.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +61 20 4900 2900, Fax: +81 40 4900 2999, Fmail: mail@drreddys.com
CIN: L85155AP1984PLCO0I50T
www.drreddys.com




