Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

_CEPTI/I(I)HKAT AHAJIU3A Tel : 191 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular yeetitsrad BG-a08ml
IMpoaykr: Ketopoa' (ketopofiak) pacTeop Ajis BHYTPHBEHHOIO W BHYTPHMbILUCYHOTO BBEACHWA, 30 mr/mn
Batch No / : V220534 Batch Quantity / 1 272727ampules /
Cepusi Ne Oo6bem cepu 272727 amnyn
Analytical Report No / : 890001606293 Date of Analysis / : 31.07.2022
Ananurnyeckuii oTuer Ne JaTta anannsa
Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
JlaTa npoH3BOACTBA Tonen go

Analysis performed according ND / Apanu3 nposeaen no H/L: JIT1-001365-170222

Page 1 of4/Crp.1u3 4

o . A
1}0 Test / [lokasaTellb Results / PesyabTarThl Specification / Hopma
1 Description / Onuncanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblil 6ecLBETHBIN pacTBOp. /  Tlpo3pauHblii OeCUBETHBIN WM
CBETJIO-XKENTBIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks

HopMMHHOCTD

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIOepKUBaHUs OCHOBHBIX IUKOB Ha
XpOMaTorpamMmme HCOBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIOEPXKUBAHHUST OCHOBHBIX IUKOB Ha
XpoMartorpamme CTaHIAPTHOIO
pacTBopa KeToposiaka TpOMeTaMHhHa
u HanpoKceHa (paznen
«KonuuecTBeHHOE Onpe/ieNICHHUeE»)

in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
yIEPKUBAHHA OCHOBHBIX THWKOB Ha
XpOMaTorpamMmme UCObITYEMOTO
pacTBOpa IOJDKHbl COOTBETCTBOBAThH
BpEMEHaM YHAEPKHUBAHHA OCHOBHBIX
MMKOB Ha XpoMaTorpaMme
CTaHOapTHOrO pPacTBopa KETOpoJiaka
TpOMeTaMHHa W HalpOoKCceHa (pasiesn
«KonuyecTBeHHOE ONpeaeneHue»)

3 Clarity / IIpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He J0JKHA NPEBLIILIATh
OMANeCUEH MO 3TAJIOHA cpaBHeHus 1.

4 Color / lleTHOCTDB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy [UIMHE BOJIHEBI
430 HmMm.

5 pH 7.29 From 6.9 to 7.9./0T1 6,9 no 7,9.

Remarks : The Product confirms to ND/
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT Tpedbosanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

<+

Checked by /
ITposepeno: Himesh Kumar

— Manoj Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / P)’KO?J,B,I[TEJIB

(dlunl

Reprint Date /
Hara: 31.07.2022

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Jara : 31.07.2022

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




Dr. Reddy's Laboratories Ltd.

@e
Dr. Reddy,s ‘.... Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIM3A Pistt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular et iomsd 3¢ opml

IpoaykT: Ketopon' (keToposiak) pacTBop AN BHYTPHBCHHOIO W BHYTPHMbILICTHOTO BBCICHIA, 30 Mr/mn
Batch No / : V220534 Batch Quantity / : 272727ampules /
Cepna Ne Oobbem cepun 272727 amnyi
Analytical Report No / : 890001606293 Date of Analysis / : 31.07.2022
AHanuTHdeckuii oryer No JlaTa aHaauza

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

JlaTa nipoH3BOACTBA I"'open 1o

Analysis performed according ND / Anaau3 nposexen no HJI: JI[1-001365-170222

Page2 of 4/ Crp. 2 u3 4

6 Particulate matter / Mexannueckue BK/OUYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumeie yacTuub! B cooTBeTCTBUM C TPeOOBAHUAMH.

6B Invisible particles /
HeBuaumble YaCTULIbL:

i. Particles > 10 pm/ 27 not more than 6000 per ampoule /
YacTul pasMepom > ne 6onee 6000 Ha ammyny;
10 MM
il. particles > 25 um/ 01 not more than 600 per ampoule /
YaCcTUL Pa3MEPOM > He 6osee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBeHHbIE TpUMeECH
Impurity A / IIpumech A 0.15% not more than 0.20% / He Oomnee
0,20 %;
Impurity B / I[Tpumecs B Not detected / He o6uapyxicena not more than 0.50 % / He Gonee
0,50 %;
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.033 %) / Huwxe not more than 0.50% / ue 6Gonee
npeaena Konn4eCcTBEHHOro onpeaencHus O 50 (y .
(TIKO = 0.033 %) V70
Impurity D / Ilpumecs D not more than 0.20 % / He Oonee

Below Limit of Detection (LOD=0.014%)/ | 0,20 %.
Huske npeaena obnapyxenus (110 =

Any unspecified impurity / N Not more than 0.20 % / He Gonee
EnuHuYHasA HeHISHTHOHLH- 0,20 %.
poBaHHas IPUMEChH 0.06%
Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMecet 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIponykt cootsercisyet Tpebopanmam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Pardeep Kumar INposepenq: Himesh Kumar | Ono6peno: Menemkep / Pykosogurens
e — Manoj Kumar @ /
Of"j S ! '&LLZM“L
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2022 Hara: 31.07.2022 Jara : 31.07.2022

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



Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular iyestésred $6.nogiml
| [Tpogykr: Keropon" (keroponak) pactsop A1s BHYTPHBEHHOIO M BHYTPHMbILIEHHOrO BBCACHHUA, 30 mr/mn
Batch No / : V220534 Batch Quantity / : 27272 7ampules /
Cepus Ne Ob6bem cepuu 272727 amnya
Analytical Report No / : 890001606293 Date of Analysis / : 31.07.2022
AnannTuyeckuii oTuer Ne Hara anaansa

Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025

Jara npou3sBoACTBA Iopen 10

Analysis performed according ND / Ananus npopegen no HJI: JII1-001365-170222

Page3of4/Crp-3n3 4

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
Uspiekaemblii 00bem He menee HomuHansHoro (1,0 mim)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepua/jbHbIe <=0.725 ED/mr tromethamine. / He 6onee 5,8 E3/mMr
IHAOTOKCHHBI KETOpOAaKa TPOMeTaMHHa.

10 Sterility (every 15th batch) / Complies / Ctepunen Must be sterile. / JlomkeH ObITb
CTepuIbHOCTD (A1 KamA0i CTEPUIBHBIM.
15-0ii cepun)
11 Assay / KoinuecTBeHHOE 29.49mg / 29.49mr From 270mg to 33.0mg of
onpeaejaeHHe CisH1aNOs3-C4H; 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mmr
A0 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TPOMETaMUH) B 1 M.
12 Alcohol content / ITanou 11.73 % From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykT cooTseTcTBYET Tpebosanuam HJT

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

J—

—

Checked by /
[posepeno: Himesh Kumar

e —

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens

Manoj Kumar A 11)1( ik s

Reprint Date /
Jara: 31.07.2022

Reprint Date /
Jata: 31.07.2022

Reprint Date /
Hara : 31.07.2022

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




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

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

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

. CEPTULURAT AHATH3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular imjegtdores30.copmml
IIpoaykr: KeTopon" (keToposiak) pacTBop AUl BHYTPMBEHHOIO U BHYTPHUMBILIEHHOTO BBEICHHA, 30 mMr/Mn
Batch No / : V220534 Batch Quantity / : 272727ampules /
Cepns Ne O6nbeMm cepun 272727 amnyi
Analytical Report No / : 890001606293 Date of Analysis / : 31.07.2022
AHaauTHYeCKHi oTdeT No JlaTa ananusa
Date of Manufacture / : JULY.2022 Date of Expiry / : JUN.2025
JlaTa npoH3BOACTBA T'ogen no
Analysis performed according ND / Anaaus nposeaen mo HJI: JII1-001365-170222

Page 4 of 4/ Crp. 4n3 4

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. /

I[lo 1 w™Mn B ammoynsl U3
CBETO3ALIUTHOTO CTeKJa
kopuyuesoro kyacca 1 (USP). B
BEpXHeM 4acTH aMIyNbl HaHECEHLI
KOMBLIO W TOouka s pasioma. Ha
amIyny HakJeHBatOT 3TUKETKY.

IMo 10 ammyn ¢ UHCTPYKUMEH I10
IPUMEHEHHIO NOMELIAloT
B [IBX/amomuHueBslii 6auCTED.

ITo 1 6nucTepy B Na4yKy 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. /

I[lo 1 wMn B aMIOyisl U3
CBETO3AILUTHOrO CTEKIIa KOPHYHEBOTO
WIK  TEMHO-KODUYHEBOIO  lIBETa
knacca I (USP). B BepxHel 4acTu
aMImyJibl HaHECeHbl KOJBLO M TOYKa
a5 pasiioma. Ha amnysly HakneusaiooT

ITUKETKY.
Ilo 10 ammyn ¢ HWHCTPYKUMWEH IO
NpHUMEHEHUIO MOMEINAOT

B [IBX/anoMuHUEBBIN GIIHCTED.

ITo 1 6aucTepy B NauKy KapTOHHYIO;
Jig  craumdoHapoB: no 2, 3, 5
6NUCTEPOB B NaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctuu ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3awmuiteHHOM
OT CBETa MECTe NpH TeMmepartype He Bbile 25 °C. He 3aMOpauBaTh.

16 Shelf-life / Cpok roanocTn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT coorsercTByeT TpebGoBanusam HJ

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

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

INoarorosneno: Pardeep Kumar IMposepenq: Himesh Kumar | Onobpeno: Menemkep / Pykosonurens
<-\[r:- C:’_S'_/;, Manoj Kumar i ”}x il

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2022

Hara: 31.07.2022

Jlata : 31.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




