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CERTIFICATE OF ANALYSIS

CEPTUH®IIKAT AHAJTH3A

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

Vill. Khol, Nalagarh Road, Badd)j,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

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

Ipoaykr: Keropon™ (keroponak) pacTsop A/ BHYTPHBEHHOIO M BHYTPHMBILICYHOTO BBEACHHA, 30 mMr/ma
Batch No/ 1 V230140 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amriyn
Analytical Report No / : 890001647989 Date of Analysis / 1 27.02.2023
AHaJIHTHYEeCKHH 0TYeT No Jara ananuza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npous3BOACTEA Toaen po

Analysis performed according ND / Anans nposeien no HJL: JI1-001365-170222
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/
[Tpo3paunslit il
pacTBop.

CBECTNO-XKENTHI

I}S Test / [TokazaTene Results / PeayabTaThl Specification / Hopma
1 Description / Onucanue Clear light vyellow solution. Clear colorless to pale yellow solution.

/  Tlpo3pauHblii OecUBETHLIH WK
CBCTNIO-KEATBIA PAcTBOD.

2 Identification /
HoanHHOCTL

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
YIEP)KHUBaHUS OCHOBHBIX THKOB Ha
XpOMaToTpamMmme UCTBITYEMOrO
pacTBopa COOTBETCTBYIOT BpEMEHAM
yIOEPKHBAHUS OCHOBHBIX THKOB Ha
XpoMaTorpamMmme CTaHAAPTHOTO
pacTBopa KeTopoiaka TPOMeTaMHMHa
U HalpoOKCceHa (pasnen
«KOoJNHM4ecTBEHHOE OTIpe/ieNIeHHE»)

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) / BpemeHa
YIEP)KUBAHUS OCHOBHBIX IIMKOB Ha
XpomaTorpamme HCTIBITYEMOTO
pacTBopa [OJDKHbl COOTBETCTBOBAThH
BpEMEHAM YICPKMBAHUA OCHOBHBIX
TIMKOB Ha XpoMaTorpaMme
CTaHAapTHOIO PacTBOPA KETOpoOJaKa
TpoMeTaMuHa W HanpokceHa (pasmen
«KonuyecTBeHHOE ONpe/eTIEHHEN)

3 Clarity / I1pospaunocTsb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension [. / OnanecueHuus
npenapara He JOJKHA NPEBLIIATh
OMaeCUEHIMIO ITaNnoHa cpaBHeHnA L.

4 Color / IlBeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IUHE BOJIHEL
430 aMm.

5 pH 7.45 From 6.9 to 7.9. / Ot 6,9 no 7,9.

Remarks: The Product confirms to ND/
pumcuanuc: Npomyrr coornorernyor Tpebopariyin HI

Conclusion: APPROVED /
Jarmonenne: OJIOEPEFHN

Jara: 27.02.2023

Jara: 27.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITozrotopneHo: Naresh Kumar Mposepero: Himesh Kumar | Ono6peno: Menemxep / PykoBpaurens
N — \\1 ~— | Abhishek Chauhan ' /
/ .
Reprint Date / Reprint Date / Reprint Date /

Hara : 27.02.2023

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 “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
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Distt. Solan, H.P.,, 173 205, INDIA
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CEPTU®UKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoayKT: Ketopon™ (keTopoak) pacTsop A/ BHYTPUBEHHOTO ¥ BHYTPHUMbILIEYHOTO BBCACHUS, 30 mr/mn
Batch No / : V230140 Batch Quantity / : 272727ampules /
Cepua Ne Ob0bem cepun 272727 amnyi
Analytical Report No / : 890001647989 Date of Analysis / : 27.02.2023
AnHanuruyecKuii oTueT Ne JlaTa anannsa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
HMara npou3sBOACTBA T'open g0
Analysis performed according ND / Ananus nposenen no HJL: JIT1-001365-170222
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6 Particulate matter / MexaHu4YecKHe BKIHYEHHA

6A Visible particles /
BuaumMble 4acTHLBI

Complies / COOTBETCTBYET

Should correspond to requirements. /
B coOTBETCTBUM C TPEOOBAHHSIMN,

6B Invisible particles /
HeBuauMble 4aCTHULIbI:

Impurity B / Ilpumecs B

Impurity C / [Tpumece C

Impurity D / [Tpumecs D

Any unspecified impurity /
EnuHu4Has HeUNEeHTHDULIU-
pOBaHHas MPHUMEChH

Not detected / He obHapyxena

Less than LOQ (LOQ = 0.033 %) /
Hwxe npenena KoJIM4eCTBEHHOIO
onpenenchust (ITKO = 0.033 %)

Below Limit of Detection (LOD =
0.014 %) / Huxe npenena
oGnapyxenus (I10 = 0.014 %)

0.06%

1. Particles> 10 pm/ 06 not more than 6000 per ampoule /
YacTtuu pazmMepom > He dosiee 6000 Ha amnyny,
10 Mxm

il. particles > 25 pm/ 00 not more than 600 per ampoule /
YaCTHI pa3MepPoOM > He 6onee 600 na amnyny.
25 MKM

7 Related substances / PoacTBeHnble ipumecH
Impurity A / [lpumecs A 0.15% not more than 0.20 % / He Oosnee

0,20 %,;

not more than 0.50 % / He Oosee
0,50 %;

not more than 0.50 % / He OGonee
0,50 %,;

not more than 0.20 % / He Ooee
0,20 %.

Not more than 0.20 % / He Gonee
0,20 %.

Remarks: The Product confirms to ND/
[pumcuanuo: ITpoayir coornercTnyeT TpebopariiaM HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jlata: 27.02.2023

Hara: 27.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Naresh Kumar Tposepenq: Himesh Kumar | OnoGpeno: Menemxgp / Pykopoautess
é\; O_j,'/"—_‘- Abhishek Chauhan ] /E
< s
= . -
Reprint Date / Reprint Date / Reprint Date /

Hara : 27.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpomxykT: Ketopos" (KeToponak) pacTeop Al BHYTPHBEHHOTO ¥ BHYTPHUMbILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V230140 Batch Quantity / : 272727ampules /
Cepusi Ne Oo0bem cepun 272727 amnyn
Analytical Report No / : 890001647989 Date of Analysis / : 27.02.2023
AHaauTHYecKdil oTueT No Jlara ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
Jara npoussoacrsa Tonen no
Analysis performed according ND / Ananu3s nposeaen mo HJL: JII1-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He Gonee
npumecen 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Biexaemblii 00bem He menee somundansyoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mMr
SHAOTOKCHHBI KETOpOJaKa TPOMETAMHHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomxeH ObITb
CrepuILHOCTE (AIS1 KAM/I0M NA CTEPUIIBHBIM.
15-oii cepun)

}_11 Assay / KosinuecTBeHHOE 29.49 mg/29.49 mr From 270mg to 33.0mg of
onpeaesaeHue CisH13NO3 C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
0 33,0 MI C15H13NO3'C4H11NO3
(xeToponaka TpOMeTaMuH) B 1 mil.
12 Alcohol content / 3Tanon From 10.60 % to 12.60 %. /
11.67 % Ot 10,60 % 1o 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Mpumeuanne: [poaykT cootsercTByeT Tpebosannam [1/] 3akmoucnuc: OJIOBPEHO
Prepared by / Checked by / Approved by: Managej/Executive /
[Toaroropneno: Naresh Kumar IMposepeno; Himesh Kumar | Ono6pero: Menemxkep / Pykopoauresns
iY; — t =ry Abhishek Chauhan /B
Reprint Date / ) Reprint Date / Reprint Date /
Hara: 27.02.2023 Jara: 27.02.2023 Hara : 27.02.2023
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AnanuTnyeckuii oruer No

JlaTa anaauza

CEPTUDHKAT AHAJIM3A www.drreddys.com
Product : / Ketoro!l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HIponykr: Ketopon" (keToponak) pacTBop As EHYTPUBEHHOTO 1 BHYTPUMBILIEYHOTO BBEICHHA. 30 mr/mn
Batch No / : V230140 Batch Quantity / : 272727ampules /
Cepusn Ne Oo6Bvem cepuu 2772727 amnyJ
Analytical Report No / : 890001647989 Date of Analysis / : 27.02.2023

Date of Manufacture /
JlaTa npon3BoacTBa

: Feb.2023

T'oxeHn no

Date of Expiry /

: Jan.2026

Analysis performed according ND / Anaau3s nposenen mo HJL: JIT1-001365-170222
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13 Packaging / Ynakoeka 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.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
[lo 1 wMin B aMmoyasl 43 | inacarton pack./
CBETO3ALMTHOIO crekia | Ilo 1 wMnm B aMOyjJsl U3
xopuyreBoro kiacca 1 (USP). B | CBETO3AUIMTHOrO CTEK1a KOPUYHEBOTO
BEpXHel 4acTH amryibl HaHeceHsl | WIW  TEMHO-KODMYHEBOrO  ILBeTa
KONbLLO M Todka anms pasnoma. Ha | kmacca I (USP). B BepxHed uactu
aMIyNy HaKJeHBAIOT 3THKETKY. aMITyJibl HaHECEeHbl KOJNBLO H TOYKa
[Mo 10 ammyn ¢ WHCTpyKUMed Mo | And pasnoma. Ha ammyiry HaKJI€HBalOT
TIPUMEHEHHTO MOMENIAIOT | 3THKETKY.
B [IBX/anioMuHueBbIi 6ucTEp. [To 10 ammyn ¢ WHCTpYKLHMEH [0
ITo 1 6nucTepy B aYKy KapTOHHYIO. MPUMEHEHHUIO MOMELAOT
B [IBX/anomMunieBblH 6ucrtep.
ITo 1 dnucTepy B MaukKy KapTOHHYIO;
Ins  cranuonapos: mo 2, 3, 5
GNUCTEPOB B NMauKy KapTOHHYHO.
14 Labelling / MapkupoBka According to ND / B cootBerctun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auuimeHHOM
XpaHeHue OT CBETA MECTE MPH TeMnepatype He Bbime 25 °C. He 3amopaxuBars.
16 Shelf-life / Cpox rognocTu 3 years. / 3 roga.

Remarks: The Product confirms to ND/
[pumeyanye: [TpoaykT cootBeTcTBYeT TpeboBaHusm HJ

Conclusion: APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by /
Hoarorosneno: Naresh Kumar

0

-

-

Checked by /
[TpoeepeHo: Himesh Kumar

Approved by: Mangger/Executive /
Ono6peno: Meneikep / PykoBosiutens

N Abhishek Chauhan

£

A

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Hara: 27.02.2023

Reprint Date /
Jlara : 27.02.2023
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