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' Formulation Unit-6
Dr" Reddy S » vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml iy
Hpoxykr: Ketopon" (kxeToponak) pacTBOp A/ BHYTPHBEHHOrO W BHYTPUMBILUEYHOrO BBEAEHUS, 30 MI/ M
Batch No / : V220928 Batch Quantity / : 272727ampules /
Cepusn Ne O6bem cepur 272727 amnyn
Analytical Report No / : 890001629123 Date of Analysis / : 18.11.2022
AvajguTndeckuii order Ne Jara ananusza
|Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
JaTa npon3BoacTBa T'ogeH no
Analysis performed according ND / Ananus nposeaen no HJL: JII1-001365-170222

Page 1 of 4/ Crp. 113 4

ioo Test / [ToxazaTens Results / PezyabTaThl Specification / Hopma

1 Description / Onucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

ITpo3pauHklii GecliBeTHbIN pacTBOp. / Tlpo3paunblli 6GeclUBETHLIE MU
CBETJIO-KEITBI /i PacTBOD.

2 Identification / The retention times of the main | The retention times of the main peaks
MoanuxHoCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yOepXKMBaHWS OCHOBHBIX MUKOB Ha | YIEpPXKHBAHWS OCHOBHBIX TIMKOB Ha
XpOMaTorpaMme UCHBITYEMOrO | XpOMaTOrpamMMe HCIIBITYEMOTO
pacTBOpa COOTBETCTEYIOT BpEMEHAM | pacTBOpa JOIKHBI COOTBETCTBOBATH
YIEPXUBAHUA OCHOBHBIX THKOB Ha | BPEMEHaM YHEDKUBaHUA OCHOBHEBIX
XpOMaTorpamMmme CTaHAAPTHOr0 | MNHKOB Ha XpOMaTorpaMme
pAacTBOpa KETOpOoNaka TpOMETaMHHa | CTaHAAPTHOTO DacTBopa KeTopojiaka
)1 HanpokceHa (pasmen | TpomeTaMMHa M HanpokceHa (pasaen

«KonuyecTsenHoe onpeaencHue») «KonndyecTBeHHOE OIPEAENEHNEN)

3 Clarity / Ilpo3paunocrts : Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnmanecueHnus
npenapara He A0JDKHA MPEBLIIIATh
ONAIECUEHIHIO 3TaJIOHA CpaBHeHHA L.

4 Color / 1IBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npH WIKMHE BOJIHBI
430 M.

5 pH 7.33 From 6.9to7.9./0t1 6,9 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
INpumeuanre: TpoaykT coorBercTByeT Tpeboranuam HJT 3akmrouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Ramakant IMposepeno: Pardeep Kumar | Omo6peno: Menemxkep / Pykosoaurens

Amit Kumar N
Reprint Date / Reprint Date / Reprint Date /
JlaTa:18.11.2022 Hara: 18.11.2022 Jara : 18.11.2022

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®MKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : 451 98166 56001-02
www.drreddys.com

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

HpoaykT: Keropon™ (ketoponak) pacTBOp AJisl BHYTPHBEHHOIO W BHYTPHMbILICHHOrO BBEAEHNUA, 30 Mr/mn
Batch No / + V220928 Batch Quantity / : 272727ampules /
Cepus Ne O6nem cepun 272727 amnya
Analytical Report No / : 890001629123 Date of Analysis / : 18.11.2022

AnamuriHdecknii oTyer Ne Jara anaymsa

Date of Manufacture / Date of Expiry /

Jara npon3BoACTBA T'ogen xo

Analysis performed according ND / Anaan3 nposenen mo HJI: JIN-001365-170222

Page2 of 4/ Crp. 2 u3 4

: Oct.2022 : Sep.2025

6 Particulate matter / MexaHuueckne BKJIIOYEHHUS

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TPeOOBAHHAMMU.

6A Visible particles /
Buanmelie yacTHLBI

Complies / COOTBETCTBYET

6B Invisible particles /
HerunuMble YaCTHLBI:

i. Particles> 10 pm/ 506 not more than 6000 per ampoule /
Hactun pasmepom > "e 6oree 6000 Ha ammyny;
10 mxm
ii. particles > 25 pm/ 13 not more than 600 per ampoule / !
YacCTHI Pa3MEPOM > He 6osee 600 Ha ammyity.
25 MKM
U Related substances / PoacTBeHHbIE IPHMECH
Impurity A / Tlpumecs A 0.15% not more than 0.20% / He 6Gosee
0,20 %;
Impurity B / IIpumecs B Below Limit of Detection (LOD =0.014 %)/ | pot more than 0.50 % / ne Gonee
Hrxe npenena o6Hapyxenus (110 =0.014 %) 0,50 %;
" " o,
Impurity C / IlpuMecs C Less than LOQ (LOQ = 0.033 %) / Hunke gosto r;(?re than 0.50 % / me 6onee
npejena KonHYeCTBCHHOMO ONMPEAC/ICHUA ? %
Impurity D / [Ipumecs D IS CED ) not more than 0.20 % / He Oonee

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

Huxe npeacna o6uapywetua (110 = 0.014 %)

Any unspecified impurity / Nat mare than 0.20 % / He 6onee

EauHUYHAS HEUAEHTHOMLIH- 0.07% 0,20 %.
POBAHH2sI IPUMECh
Total impurities / Cymma 0.28% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.
Remarks: The Product confirms to ND/ Counclusion: APPROVED /

Jamouenne: OJJOGPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutens

Amit Kumar / ': TN
L /

TIpumeuanue: Ipoaykt cooTReTCTBYET TpeCoBaHusM HJL
‘Prepared by / Checked by /
‘TloaroroeneHo: Ramakant [NposepeHo: Pardeep Kumar

Reprint Date /
Jara: 18.11.2022

Reprint Date / Reprint Date /
Jlara:18.11.2022 Hara: 18.11.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml — ]

Hpoaykr: Keropon* (keToponak) pacTBop A/Isi BHYTPMBEHHOrO W BHYTPHMbILIEYHOrO BBeAeHNs, 30 MI/vn
Batch No / 1 V220928 Batch Quantity / : 272727ampules /

Cepns Ne O6rem cepnu 272727 amnyn
Analytical Report No / : 890001629123 Date of Analysis / : 18.11.2022
AnanuTHuyecKHH 0TyeT Ne Mara anannsa

Date of Manufacture/ 3 Oct.2022 Date of Expiry / : Sep.2025
JaTa nponssoacTBa TI'ogen go

Analysis performed according ND / Ananns nposenen no HJT: JITI-001365-170222

Page3 of4/Crp.3m3 4

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BnekaeMblii 00bem He Menee noMuuansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHansHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E2/mr
SHAOTOKCHHBI KeTOpoJaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / Jomked ObITh
CTepHabHOCTD (0191 KaM A0 COMPLIES CTEPUbHBIM.
15-oii cepun)

11 Assay / KosiuuecTBeHHoe 29.58 mg / 29.58 Mr From 270mg to 330mg of
onpegeeHne CisH13NO;3- C4H11NO;3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mMr
o 33,0 mr  C;5H;3NOs C4H| ] NO;
(keToponaka TpoMeTaMHH) B 1 ML

12 Alcohol content / ITanou From 10.60 % to 12.60 %. /
11.57 % Ot 10,60 % no 12,60 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanwue: IIpoaykT coorseTcTByet Tpeboranusm HJI 3akmouenne; OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant Ipoeepeno: Pardeep Kumar | Omobpeno: MeHemxkep / PyKoBoauTeNb
w Qﬁ"’ | Amit Kumar A
Reprint Date / Reprint Date / Reprint Date /
Jlara:18.11.2022 JHara: 18.11.2022 Hara : 18.11.2022
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—

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

poayxr: Keropon" (ketoponak) pacrsop /Jis BHYTPMBCHHOTO W BHYTPHMbILIEHHOTO BEC/ICHNUA, 30 mr/mn
Batch No / : V220928 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepitn 272727 amimyd
Analytical Report No / : 890001629123 Date of Analysis/ : 18.11.2022
Apanuriyeckuii oruer Ne JlaTa anaJamsa

Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2025
Jlata npou3BoacTBa: T'ogen 10
Analysis performed according ND / Ananns nposegen mo HJL: JI[1-001365-170222

Paged of 4/ Crp.4u3 4

13 Packaging / YnaxkoBka

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. /

Ilo 1 'Mn B ammyms U3
CBETO3ALIMTHOrO CTeKIa
kopuuynesoro kmacca I (USP). B
BEpXHel 4acTH aMnyJibl HaHeCeHb!
KOJBLO W TOYKa AnsA pasnoma. Ha
aMITYJly HAKJIEMBAIOT ITHKETKY.

IMo 10 ammyn ¢ WHCTPYKHUHEH 00
NPUMEHEHHIO NOMEILAIT
B [IBX/antoMUHHEBBIH O1UCTED.

ITo 1 6nucrepy B Ia4Ky KAPTOHHYHO.

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. /

Ilo 1 Mt B aMnyias U3
CRETO3AIMTHOrO CTeKJIa KOPUYHEBOIO
WIM  TEMHO-KOPMYHEBOro  LBEeTa
xinacca 1 (USP). B BepxHel 4acTu
aMTIyNEl HAaHECEHEl KOABLO W TOYKA
s pasnoma. Ha amnysty HakeuBaroT

STHKETKY.
Ilo 10 amnmyn ¢ MHCTDYKUHEH [0
NpUMEHEHHIO MIOMELIAIOT

B [IBX/anioMuHHEBbIH GIMCTED.

ITo 1 6nucTepy B MaYKy KapTOHHYIO;
s crauuoHapos: mo 2, 3, 5
61CTEepOB B NMAYKy KaAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBercTsnu ¢ HJI.

15 Storage conditions /
XpaHenne

In a place protected from light below 25 °C. Do not freeze. / B 3alliIeHHOM
OT CRETA MecTe NPH Temreparype He Bbiilie 25 °C. He 3aMOpaXKHBATE.

16 Shelf-life / Cpox rogsocTH

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
Ipumeuanne: [IpooyKT cooTBeTCTBYET TpeGOBAHMAM HIO

Conclusion: APPROVED /
3akmouenue: OJJOGPEHO

'Prepared by /
TToarorosneno: Ramakant

W.

Checked by /
TIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno:; Menemxep / Pykosouresns

Ammit Kumar "\
Aoy

Reprint Date /
Iara:18.11.2022

Reprint Date /
Iara: 18.11.2022

Reprint Date /
Jara : 18.11.2022
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