Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol_(Ketorolac) solution for intravenous and inlramuscular'ill'ljﬁ::(?f'(zlffifi‘_:?icﬁ%;f’l11I -
| Hpoaykr: Kertopoa™ (Ketoposiak) pacteop A7st BHYTPHBEHHOTO M BHYTPHMBILLIEYHOTO BBeACHWUA, 30) mr/mn
Batch No / 1 V220704 Batch Quantity / : 272727ampules /
Cepusi No O6nem cepun 272727 amnyn
Analytical Report No / : 890001615192 Date of Analysis / : 12.09.2022
|AHanuTHYECKHI oTyeT Ne Jlata ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

JlaTa npousBoacTBa TI'onen 1o

Analysis performed according ND / Anaaus nposesen no HJ: JINT-001365-170222

Pagel of4/Crp.1uz 4

[Tpospaunslii GecuBeTHBI pacTBop.

iﬂo Test / INokaszaTen Results / PesynabTaTst Specification / Hopma ,
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauupiii OeclUBETHBINR WK
CBETJIO-KENTHIH pacTBOp.

2 Identification /
IMoaMHHOCTEL

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
YIEPKUBAHUS OCHOBHBIX ITMKOB Ha
XpoMmarorpamme UCTILITYEMOTrO
pacTBOpa COOTBETCTBYIOT BpEeMEHaM
YAEPKMBAHUS OCHOBHBIX [TMKOB Ha
Xpomarorpamme CTaHAAapTHOTO
pacTBopa KeTopoJiaka TPOMETaMHUHA
" HanpoKCeHa (paznen
«KonnuecTBeHHOE OTpeesieHre»)

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
YIEPKUBAaHMS OCHOBHBIX ITHKOB Ha
Xpomarorpamme UCIBITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATL
BPEMEHAaM YIEp)KUBaHHSA OCHOBHBIX
MHKOB Ha XpoMaTtorpaMme
CTaHJapTHOrO pacTBOpa KeTopoaka
TpPOMETaMMHA M HampoKceHa (pasgen
«KonudecTBeHHOE ONpelieIeHHEN)

3 Clarity / Ilpo3pauHocTs

Complies / CooTeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnmanecueHums
npemnapara He JOJDKHA [PeBbIIIaTh
onanecUeHLHI0 ITaN0Ha cpaBHeHus 1.

4 Color / L1BeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [uTHHE BOJHLI
430 uMm.
L 5 pH 7.29 From 6.9t07.9./0t1 6,9 no 7,9.

Remarks : The Product confirms to ND/
Ilpumeuanue: Ipoaykt cootBeTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axkawuenue: OJOBPEHO

Prepared by /
INoaroroeneno: Ankit =
¢

e

Checked by /
[MTporepenn: Pardeep Knmar

Approved by: Manager/Executive /
Onnfipenn Menepkep / PykosoauTens

Amit Kumar A—
Pt

Reprint Date /
Hara:12.09.2022

Reprint Date /
Hata: 12.09.2022

Reprint Date /
Hara : 12.09.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUPUKAT AHAJIU3A

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

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

AnandTHYecKH oTyer Neo

Jdara ananuza

| Product:/  Ketorol (Ketorolac) solution for intravenous and intra1nuscular—"f1‘ﬁ‘j-‘év-c“['1'5‘ﬁ§fj3?)Lﬁi§/ml

IIpoaykrT: Ketopon" (keToponak) pactsop ajis BHYTPUBCHHOTO W BHYTPHMbILIEYHOro BBEAEHHS, 30 Mr/Mn
Batch No / 1 V220704 Batch Quantity / 1 272727ampules /
|Cepus Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001615192 Date of Analysis / : 12.09.2022

Date of Manufacture /
JaTa npousBoacrsa

: Aug.2022

Toaen go

Date of Expiry /

: Jul.2025

Analysis performed according ND / Ananns nposexen no HJ: JII1-001365-170222

Page2 of4/C1p. 2 uz 4

6 Particulate matter / Mexanuueckue BKJ/H0OYEHHUSA

6A Visible particles /
Buanmele yacTunp

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTcTBUU ¢ TpeOOBAHUAMM.

6B Invisible particles /
Hepuaumble yacTuLp:

Impurity B / TIpumecs B

Below Limit of Detection (LOD = 0.014 %) /
Huxe npenena obnapyiucetiis (110 = 0.014 %)

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.033 %) / Huxe
npejena KONMHYECTBEHHOTO ONpeaeNiCHUs
(ITKO =0.033 %)

Impurity D / [Tpumecs D

Below Limit of Detection (LOD = 0.014 %) /
Hmxe npeaena obHapyxenns (ITO = 0.014 %)

Any unspecified impurity /

1. Particles > 10 pm/ 48 not more than 6000 per ampoule /
YacTtun pazmepom > He 6onee 6000 Ha amnyny;
10 Mxm

il. particles > 25 pm/ 02 not more than 600 per ampoule /
YacTHL pa3MepoM > He 6osiee 600 Ha ammyny.
25 MKkM

7 Related substances / PoacTBenHbie npumecu
Impurity A / INpumecs A 0.14% not more than 0.20 % / He Gonee

0,20 %;

not more than 0.50 % / He 6Gosee
0,50 %;

not more than 0.50 % / He Gojee

0,50 %;

not more than 0.20 % / He 6Oonee

0,20 %.

Not more than 0.20 % / He 6oiee

Less than LOQ (0.05%
EnnnnyHas HeuneHTugHLn- ess than LOQ ( ) 0,20 %.
pOBaHHas MpUMeECH
Total impurities / Cymma 0.14% 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) /
L H3enexaemslii 06bem He menee nomunansHoro (1,0 M)

Remarks : The Product confirms to ND/
IIpumeuanwue: IponykT cootBercTBYeT TpeboBanuam HJ|

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

Prepared by /
Iloarorosneno: Ankit )

iz

Checked by /
Ipogepeno: Pardeep Kumar

={

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoautesb

Amit Kumar & -
I v\—";‘/’—

Reprint Date /
Hara:12.09.2022

Reprint Date /

Hara: 12.09.2022

Reprint Date /
Jara : 12.09.2022

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
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CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
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— — - - - wiwwvwsdrreddys com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular ijections, 30 mg/ml

Ipogyrr: Keropon™ (keToponak) pacTBop /Uit BHYTPHBEHHOIO H BHYTPHMbILIEYHOTO BBEAEHIA, 30 Mr/Mn
Batch No / : V220704 'Batch Quantity / : 272727ampules/ |
Cepust Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001615192 Date of Analysis / : 12.09.2022
AHaguTHYecKHi oTuer Ne JlaTra ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
Jara nponsBoacTea TI'ogen no
Analysis performed according ND / Ananu3s nposegen no H/I: JI[1-001365-170222

Page3 of 4/ Crp. 3 n3 4

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IHA0TOKCHHDI KETOpONaKa TpOMeTaMMHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / Jlo/nkeH ObITb
CrepuiibHOCTb (A7 KaXKa0ii CTEPHUIILHBIM.
15-oii cepun)

11 Assay / KoiinuecTBeHHoe 29.61 mg/29.61 mr From 270mg to 33.0mg of

onpeesieHHE - | CisHisNOs3 C4H 1 NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mMr
pae} 33,0 Mr ClsH13NO3‘C4H11NO3
(xeToponaka TpoMeTaMHH) B 1 M.

12 Alcohol content / ITanon 11.78 % From 10.60 % to 12.60 %. /
Ot 10,60 % g0 12,60 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: Ilpoaykr cootBercTRYET Tpebosanusm HJT 3akaoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Mogrortosneno: Ankit - [IpoBepeno; Pardeep Kumar | Omobpero: Menemiep / Pykoromrent

& - / Amit Kumar /\&M —

=5 /

Reprint Date / Reprint Date / Reprint Date /
Hara:12.09.2022 Jara: 12.09.2022 Hata : 12.09.2022

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
www.drreddys.com
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: 272727ampules /

" Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular mnjections, 3() mg/ml
 TIpoaykr: Keropon™ (keTopoaak) pacTop Anisi BHYTPHBEHHOTO W BHYTPUMbILLIEUHOTO BBEAEHNS, 30 MI/Mn
Batch No / : V220704 Batch Quantity /

Cepus No O6bem cepuu 272727 amnyn

Analytical Report No /
Aunannrudecknit oryer Ne

: 890001615192

Jdara ananusa

Date of Analysis_/ o

: 12.09.2022

Date of Manufacture /
Hara nponsBoacrea

: Aug.2022

T'open no

Date of Expiry /

: Jul.2025

|Analysis performed according ND / Anauns nposeien no H: JI1-001365-170222

Page4 of 4/ Crp. 4 u3 4

Packaging / Ynakoska

13

I 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. /

ITo 1 wMm B amnymssl U3
CBETO3aILMTHOrOQ cTeksa
kopuyHeBoro kiacca I (USP). B
BEPXHEH YacTH aMIyjibl HaHECEHbI
KOIIBLIO M ToYka and pasnoma. Ha
aMITyJly HaKJICHBAIOT ITUKETKY.

ITo 10 amnyn c¢ uHcTpyKuMel 1o
NPUMEHEHUIO MOMELAIT
B [IBX/amomuHuesblit 6iucTep.

ITo 1 6ancTepy B nayky KapTOHHYIO.

I 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
1n a carton pack. /

[lo 1 wMn B aMmnoyinsl U3
CBETO3aLIUTHOIO CTEKJIa KOPUYHEBOTO
MK TEMHO-KOPHUYHEBOTO  LBETA
knacca I (USP). B BepxHeii uacTtu
amIynbl HaHECEHbl KOJBLO M TOUYKa
Ast pasnioma. Ha aMnyny nakieugarot
STHKETKY.

ITo 10 amnyn c uHCTpykuMeit mno
TIPUMEHEHULO MOMELIAT
B [1BX/antoMuHeBbI 6IucTep.

ITo 1 6aucTepy B Mauky KapTOHHYIO;,
M cTauMonapoB: mo 2, 3, 5
OJIMCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / Mapkuposxa

According to ND / B cootsetcreuu ¢ HJI,

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiueHHom
OT CBETa MeCTe IpK TeMreparype He Bbiiue 25 °C. He 3aMopaxnBaTh.

16 Shelf-life / Cpok roaHoctn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Ipumeuanue: Ilpoaykr cootBercTByeT TpeGoBannam HJJ

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / -
IMoxrorosneno: Ankit /A

Checked by /
[Iporepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Quo0peHn: Menemkep / Pykoronutenh
Amit Kumar IE -

il il

Reprint Date /
Hara:12.09.2022

Reprint Date /
Hara: 12.09.2022

Reprint Date /
Hara : 12.09.2022
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