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CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIU3A Tel : +91 98166 56001-02
HALA -Hrforlr-!ur com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ll’l_]CCtIOHS 30 mg/ml
Ipoaykr: Keropon™ (keroponak) pacTBOp Ajisi BHYTPUBEHHOIO W BHYTPUMBILIEYHOrO BBeAeHHUs, 30 Mr/mn
Batch No / : V220292 Batch Quantity / : 209090ampules /
Cepusa Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AHaIuTHYECKHI oTyeT Neo JarTa ananusza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jara npousBoacTea T'oxen oo

Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-170222

Page 1 of4/Crp.1u3 4

%}0 Test / [Toka3aTenb Results / PesynbraTst Specification / Hopma
1 Description / Onuncanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

IIpo3pauHblil GecliBeTHBII pacTBOP.

/ Tlposzpauynblii 6eCLBETHBIA WK
CBETJI0-XKENThIHA PacTBop.

2 Identification /
IoaIMHHOCTEL

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
YAEpXUBaHUsS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YIEpXKUBaHHUS OCHOBHBIX [MUKOB Ha
XpoMaTorpamme CTAHIAPTHOTO
pacTBOpa KeTopoliaka TPOMETaMHUHa
" HarpoKceHa (paznen
«KonuuecTBeHHOE ONpeneneHue»)

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
YIEpPIKUBAHUA OCHOBHBIX IIHKOB Ha
XpoMmaTorpaMmme HCITIBITYEMOTO
pacTBopa [IOJDKHBI COOTBETCTBOBATH
BpeMEHaM YAEpKUBaHHs OCHOBHBIX
TTHKOB Ha Xpomarorpamme
CTAQHAAPTHOTO PAcTBOpa KeTopoiaka
TpOMETaMHHa U HampokceHa (paziel
«KonuuecTBeHHOE OIPEIEIEHHEY)

3 Clarity / IlpospayHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
npenapara He J0JDKHA NPeBbIIIaTh
onayecUeHLHI0 STaNoHa cpaBHeHus L.

4 Color / IlseTHOCTL 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npyn ATUHE BOJHbI
430 um.

5 pH 7.23 From 6.9 t0 7.9./OT1 6,9 no 7,9.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuanue: [IponykT coorBeTcTBYeT TpeboBaHusaM HJ{

3axnwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ankit HpOBepeHo amak'}nt Onobpeno: Menemxkep / PykoBogurens
]
A/ Pawan Kumar )F/-
Reprint Date / Reprint Date / Reprint Date /

Hara: 04.05.2022

Jara: 04.05.2022

Jara :04.05.2022

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
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mponykr: KeTopon™ (ketoponak) pacTBop Ajisi BHyTPUBEHHOTO M BHYTPHUMBILICUHOTO BBeAeHUs, 30 Mr/mn
Batch No / 1 V220292 Batch Quantity / : 209090ampules /
Cepns Ne Oo0nem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AnanuTnvyeckuii oryer No Jara ananusza
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
Jarta npou3BoacTea Togen go
Analysis performed according ND / Anamus nposexen mo HJI: JIT11-001365-170222
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6 Particulate matter / Mexanuueckue BKJIKYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumbie yacTuip! B cootBeTcTBUU C TpeOOBaHUAMMU.
6B Invisible particles /
HeBuanumble 4acTHLIbL:
i. Particles> 10 pm/ 16 not more than 6000 per ampoule /
YacTtnu pazmMepom > He 6onee 6000 Ha amnyy;
10 MxMm
1. particles > 25 pm/ 01 not more than 600 per ampoule /
4acTUILL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBennble npumMecn
Impurity A / [lpumecs A 0.15% not more than 0.20% / ue OGonee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6uapyiketa not more than 0.50 % / He Gonee
0,50 %;
. Less than LOQ (LOQ = 0.033 %) / Hinxe
Impurity C/ Ilpumecs C ANV TROH O FO O AN not more than 0.50 % / ne Gomnee
(TIKO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Less than LOQ (LOQ = 0.047 %) / Hivxe not more than 0.20 % / He OGonee
npefieNa KONUYECTREHHOTO ONPCACNCHUA 0,20 %.
(TIKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHMYHas HEUAEHTUDULIH- 0.08 % 0,20 %.
pOBaHHAas MpUMECH
Total impurities / Cymma 0.23 % Not more than 1.50 % / He Gonee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUzsnekaemnblii 06beM He menee nomuHansHoro (1,0 M)

Remarks : The Product confirms to ND/
IIpumedanne: [IponykT cooTBeTcTBYET TpeGoBaHmsaM HJT

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ankit ITpoBepeHo: Ramakant | Onobpeno: Meue;i’_eff PykoBoautens
Y § 9% :
ﬂ ) @L (,(4)/ Pawan Kumar =’
Reprint Date / Reprint Date / : Reprint Date /
Hara: 04.05.2022 Hara: 04.05.2022 Hata :04.05.2022
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CIN: L85195AFP1984PLCC04507
www drreddys.com




. @o
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

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

IIpoaykr: Ketopon" (keToponak) pacTBop 11 BHYTPUBEHHOIO M BHYTPHUMBILLIECHHOTO BBeAeHHS, 30 Mr/mn
Batch No / 1 V220292 Batch Quantity / : 209090ampules /
Cepusn Ne O0bem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AHanurnyeckui oTuer Ne JaTa ananu3za

Date of Manufacture / : Apr.2022 Date of Expiry/ : Mar.2025

JlaTa npou3BOACTBA I'oxen no

Analysis performed according ND / Ananuz nposeaen mo HJI: JI[1-001365-170222
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15-0¥ cepun)

CrepuibHOCTD (A8 Kaxk10i

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuanabuble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHbI KETOpOaKka TPOMETaMHHA.

10 Sterility (every 15th batch) / Complies / Crepunen Must be sterile. / Jlomken ObiTh

CTEPUIIbHBIM.

11 Assay / KonuuecTBeHHOe 29.61mg/29.61mr From 27.0mg to 33.0mg of
onpenejeHue CisH13NO;3- C4H 1 1NOs (ketorolac
tromethamine) per 1 mL./ Ot 27,0 mr
a0 33,0 MI C15H13NO3'C4H11N03
(keToponaka TpOMeTaMUH) B 1 M.
12 Alcohol content / ITanon 11.70 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [poaykT cootBeTcTBYET TpebopanusM HJI

Conclusion : APPROVED /
Zaxarouenue: OJJOBPEHO

Prepared by /
[Toarorosneno: Ankit

@

Checked by /
[poeepeHo: R{nakant.

\
W

N |
ML~
i

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

X
Pawan Kumar /\}_"

Reprint Date /
Jata: 04.05.2022

Reprint Date /
Jara: 04.05.2022

Reprint Date /
Jlarta :04.05.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoayxr: Keropon" (keToponak) pacTsop 118 BHyTPMBEHHOTO ¥ BHYTPUMbILIEYHOTO BBEAEHUS, 30 MI/M
Batch No / 1 V220292 Batch Quantity / : 209090ampules /
Cepus Ne Oo6bem cepun 209090 amnyn
Analytical Report No / : 890001589643 Date of Analysis / : 04.05.2022
AHAIUTHYECKHHA oTyeT No JarTa ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

Jata npoH3BoaAcTBA TI'onen 10

Analysis performed according ND / Anaan3 nposeaen no HJ/I: JI[1-001365-170222
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13 Packaging / Ynakorska

I[lo 1 wMn B

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 cutring 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

amMnynbsl 43 | 1in a carton pack. /

CBETO3aLIUTHOTO crekma | [To 1 wMn B  amoyiasl U3
kopuuHeBoro kinacca I (USP). B CBETO3ALIMTHOTrO CTEKIJIAa KOPUYHEBOTO
BEpXHE}l 4acTH aMIyJbl HAaHECEHbl | HJIM  TEMHO-KOPHYHEBOTO  IIBETa
KOJBbUO M TOYKa mns pasnoMa. Ha | xnacca 1 (USP). B BepxHeii wacTu
aMIyJTy HaKJIEMBAIOT STHKETKY. aMIyJibl HaHECEHbl KOJBLO M TOYKa

ITo 10 ammyn c¢ wHCTpykuMeli mo | nas pasnoma. Ha amImysy HakieMBaroT

[IPUMEHEHUIO MOMELIAIOT | DTHUKETKY.
B [IBX/antoMuHmeBslii 6nucrep. ITo 10 ammyn c HHCTpyKLME# no
[To 1 6nucTepy B MaYKy KApPTOHHYIO. | MPUMEHEHHIO HOMEILAIT

B [IBX/anoMiHMeBBII ONUCTED.

[To 1 6nKcTepy B NauKy KapTOHHYIO,
Ui cTauuMoHapoB: no 2, 3, 5
6JUCTEPOB B NaYKy KAPTOHHYHO.

14 Labelling / MapxkupoBka

According to ND / B cootseTcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
OT CBETA MECTE IIPY TeMIlepaType He Bbiwe 25 °C. He 3amopaxuBaTs.

16 Shelf-life / Cpox rognocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
IIpumeuanue: HpoaykT cootBercTByeT Tpeboranuam HJJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Jata: 04.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ankit ITposepeno; Ramakant Onobpeno: Menemxep / PykoBogurenb
\eo\ T~ Pawan Kumar
A Sl
Reprint Date / Reprint Date / Reprint Date /

Hara: 04.05.2022

Jara :04.05.2022

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: L85195AP1384PLCC04507
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