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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A www.drreddys.com
Eroduct ¢/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipogyxr: Keropon™ (ketoponak) pacTeop i BHYTPMBEHHOIO H BHYTPHMBILISHHOTO BBeACHNA: 30 Mr/my
Batch No / : V231001 Batch Quantity / + 272727 ampules /
| Cepuisi Ne Obnem cepuin 272727 amnyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
AnanuTHYecKHH oTdeT Ne Jara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
aTa NpoON3BOACTBA T'oaen Ko
Analysis performed according ND / Anann3 nposegen mo HII: JIIT-001365-170222
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i:: Test / IToxazaTtens Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3paunblii ceeTio-xentetit | / Tlpospaublii  6ECUBETHBIA  win
pacTBop. CBETIIO-XKENThIA PACTBOP.

2 Identification /
HopanHHOCTL

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
YHEP)KHBAHHA OCHOBHBIX NMHKOB Ha
XpoMaTorpamMme YCIILITYEMOTO
pacTBopa COOTBETCTRYIOT BPEMEHAM
YOEPXKHUBAHUSA OCHOBHEIX THKOB Ha
XpOoMaTorpamMmme CTaHIapTHOrO
pacTBOpa KeToposiaka TPOMETaMHHa
%1 HaNnpoKceHa (pa3npen
«KOoMMIecTBeHHOE ONpeNeeHHEN)

The retention times of the main peaks
in the chromatogram of test solution
should cormrespond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen

(Assay  section) / Bpemena
YOEPKHUBAHUA OCHOBHBLIX ITMKOB Ha
XpoMaTorpammMe HCBITYEMOTro

pacTBopa IOJKHEI COOTBETCTBOBAThH
BpPEMEHAM YAEP)KUBAaHHS OCHOBHBIX
MHKOB Ha XpomaTorpaMmme
CTaHAApTHOTO pacTBOpa KeTOpOJiaka
TpOMETAaMHHa U HampoKceHa (paszen
«KoiuecTBeHHOE OTNpeIeeHHEY)

3 Clarity / ITpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
nperiapaTa He XOJDKHA NPeBBIIIaTh
ONAIECLIEHIIMIO 3TalOHa CpaBHEeHUA L.

4 Color / I1BeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu ayiMHEe BOJIHEI
430 um.

5 pH 7.39 From 6.9 t0 7.9./ 0t 6,9 5o 7,9:

Remarks: The Product confirms 1o ND/
Ipumeyanue: [Mpoayxr coorsercTyet Tpebosanusy HT

Conclusion: APPROVED /
3axinogenne: OJJOBPEHO

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

Ioarortosneno: Ankit ﬁ’\\ 4+ IlpoBepeno: Sant%{(umar Onobpeno: Mernemxep / Pyxkosoanténs p
,/ Maurya = Manoj Kumar E zﬁt_j

Reprint Date / Reprint Date / Reprint Date / —

Hara: 28.12.2023 Hata: 28.12.2023 Jlara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

Analysis performed according ND / Ananuz nposegen mo HJI: JI[T1-001365-170222

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

[Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpoaymer: Keropon™ (ketoponax) pactsop Ans BHYTPUBEHHOTO H BHYTPHMBIIEUHOro BBeaAeHus, 30 Mmr/mn
Batch No / 1 V231001 Batch Quantity / : 272727 ampules /
Cepus Ne Qobem cepuu 272727 amiyn
Analytical Report No / : 040002348264 Date of Analysis / 1 28.12.2023
AnaguTHIecKHH oTueT Ne JlaTa aHaJIH3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jara npoH3BOACTBA Tonen 10
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6 Particulate matter / MexaHnueckue BKJAUYEHRHS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumbie 4acTULBI B coOTBETCTBUH ¢ TpeOOBAHHAMHU.
6B Invisible particles /
Herujmiie qacTHLIbL:
i. Particles> 10 pm/ 40 not more than 6000 per ampoule /
Yactui pazmepom > He 6osee 6000 Ha ammyny;
10 Mxm
il. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHL Pa3MEpoM > He Goree 600 Ha aMILyIy.
25 MKM
7 Related substances / PoacTeeHHb1e mpUMecH
Impurity A / IIpumecs A 0.16% not more than 0.20 % / He 6oiee
0,20 %;
1 o
Impurity B / Ilpumecs B Not detected / He o6uapysxena not more than 0.50 % / He 6Gonee
0,50 %;
Below LOQ (LOQ =0.033%) /
Impurity C / ITpuMmecs C [Imxe Mpefena KoJaUMueCTBEHHOrO not more than 0.50 % / 1e 6onee
onpeaenenys (ITKO = 0.033 %) 0,50 %;
Impurity D / TIpumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He Gonee
Hmxe npenena obnapyxenns (11O 0,20 %.
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6oiee
EnuHudHas HeMIeHTUGULN- 0,20 %.
pOBaHHAas NPHMECH 0.05 %

Remarks: The Product confirms to ND/
Ipumcuanue: [Tponyxr coorBeTcTBYET Tpebosanuam HJ

Conclusion: APPROVED /
axuwyenne: OJOBPEHO

MHara: 28.12.2023

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ankit & ITpoeepeHo: Santo%‘l‘(umar Onobpeno: Menemxep / Pykosoaurens

Maurya 3 Manoj Kumar _@z J
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.12.2023

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 Lid,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOHKAT AHAJIU3A www.drreddys.com
[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TpoaykT: KeTopon™ (ketoponak) pacTEOp /Ul BHYTPUBEHHOTO M BHYTPHMBILIEYHOrO BBefieH s, 30 Mr/mn
Batch No / 1 V231001 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 040002348264 Date of Analysis / : 28.12.2023
AnaguTHYecKHit oTyer Ne JaTa ananu3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Ta NPOH3BOJACTEA Topen xo
Analysis performed according ND / Anasn3s nposenen no HJI: JII1-001365-170222
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Total impurities / Cymma 0.26% 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) /
H3Baexaemplii 06nem He menee HomuranbHoro (1,0 mir)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuaibHbIe <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/mr
IHIOTOKCHHBI KeTOpoJ1aKa TPOMETAMHHA.

15-0¥ cepun)

10 Sterility (every 15th batch) /
CTepHIBHOCTE (A5l KAX/A0i

NA

Must be sterile. / JlokeH OwITh
CTEPHIILHBIM.

11 Assay / KonuuecTBenHoe 29.49 mg / 29.49 mr From 27.0mg to 33.0mg of
onpenegeHe C1sH1aNO3 CeH11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
10 33,0mr C;sHisNO; C4H NO;
(xeToponaka TPOMETaMUH) B 1 MIL.
12 Alcohol content / Iranon 11.92 % Irom 10.60 %4 to 12.60 %.

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBaHuam HJL

Conclusion: APPROVED /
3axirouenne: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

INoarorosneno: Ankit /(F?\/, ITposepeHo: Santosh Kumar | Ono6peno: Menewxkep / PykoBoaurens ﬂ
Maurya Manoj Kumar T/ 1AL

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.12.2023 JHara: 28.12.2023 Jara: 28.12.2023

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




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTHDHEKAT AHAJA3ZA www.drreddys.com
[Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoayxT: Keropon® (keropoiax) pacTsop /i BHYTPHBEHHOTO U BHYTPUMBILIEYHOrO BBEACHHA, 30 Mr/mn

Batch No/ : V231001 1Batch Quantity / : 272727 ampules /
Cepus Ne O6sem cepum 272727 ammyn
Analytical Report No / : 040002348264 Date of Analysis/ : 28.12.2023
Apamarryeckiii oTyer Ne Hata apanusza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlara npoH3BOACTBA I'omeH [o
Analysis performed according ND / Anans nposexen no HJL: JI[1-001365-170222
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1 mL in class I light-shielding amber

13 Packaging / Ynaxoska 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 cutring and pointin 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
o 1 wMr 8 awmmymst U3 | inacarton pack./
CBETO3ALUUTHOIO crekna | fMlo 1 mMin B aMOoyisl U3
xopwunesoro kinacca I (USP). B | cBeTO3alllUTHOTO CTEKIA KOPHIHEBOTO
BepXHell YaCTH amImysbl HAHECEHbl | WIM  TEMHO-KOPHYHEBOrO  LBETa
KOJbLO M TOYKa M pasnoma. Ha | xiracca I (USP). B Bepxueit 4actu
aMITyJly HaKJIEUBAIOT STUKETKY. aMMy/sl HaHECeHbl KONbLO M TOYKa
Mo 10 ammyn ¢ HHCTpyKUMeH MO | A pasnoma. Ha amIiylly HaiseuBaioT
TPUMEHEHHUO HNOMENAIOT | 3THKETKY.
B [IBX/antoMuaKeBblif Gnucrep. ITo 10 ammyn ¢ MHCTpyKUHEH 110
ITo 1 6nwucTepy B Nayky KapTOHHYXO. | OPHMEHEHHIO [IOMEUIA0T
g IIBX/amoMHuHHEBBII On1HCTED.
Ilo 1 6nucTepy B MauKy KapTOHHYIO;
JuIA  cTanMoHapoB: mo 2, 3, 5
6IHCTEPOB B MAYKy KapTOHHYIO.
Ilo 1 6mucTepy B Mauky KapTOHHYIO.
14 Labelling / MapxupoBka According to ND / B cootBeTcTBHMH C H]I
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuineHHOM
XpaHeHHe OT CB€Ta MeCTe IIpH TeMnepaType He Boiie 25 °C. He 3aMOpaXUBaTh.
16 Shelf-life / Cpox roasoctu 3 years. / 3 rona.
TNemarla! The Produet confirmo to MND/ Conclusion: APPROVED /
Ipumeuanne: [ponykr coorserctayer Tpebosanuam HI Saximodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Ankit ﬂfﬂpmepeﬂo: Santgsh Kumar | Onobpeno: Menemxkep / PykoBoauTeis
Maurya Manoj Kumar Yoaaatl u,aﬁ
Reprint Date / Reprint Date / Reprint Date / -
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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
CEPTH®UKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HpomykT: Ketopon™ (keroponak) pacTBOp Ui BHYTPHBEHHOTO H BHYTPHMBILIEYHOTO BBeicHHA, 30 Mr/mn
Batch No/ : V231001 Batch Quantity / : 272727 ampules /
Cepusi Ne O6beM cepuH 272727 amnyn
Analytical Report No / : 040002348264 Date of Analysis / + 28.12.2023
|AnaaHTHIeCKHIE oTUeT No JlaTa anaiu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

faTa NpoH3BOACTBA T'ogen mo

Analysis performed according ND / Ananns nposegen mo HJI: JIIT-001365-170222
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API name / Haumenopanue ADC:

Ketorolac tromethamine / KeToponaka TpOMETaAMUH

Homep cepnui cybeTanuny npoussogntens [JID:

INN / MHH: Ketorolac / KeToponax
API manufacturer batch number /

Homep cepuu npouspoauTens ADC: AROE G

FP Manufacturer API Batch number / FEQA00497

Ilponseoanrtens AQPC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
Ji-p Penpu'c JlaGoparopuc Jita., MHnus

Remarke: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYeT TpeboBaumam HJ{

Conclusion: APPROVED /
3axarouenne: OJIOBPEHO

Prepared by /
INoaroTosneno: Ankit

A

Checked by /
ITpoBepeno: Santpsh Kumar

Maurya N

Approved by: Manager/Executive /

Onobpero: Menemxep / Pykosoaum ('
Manoj Kumar }]r ;: ; z_,:u; 5

Reprint Date /

‘Jlata: 28.12.2023

Reprint Date /
Jara: 28.12.2023

Reprint Date /
Jara: 28.12.2023

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: L85195AP1984PLCO04507
www.drreddys.com




