Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular iﬁff é"c‘{“&i‘%‘?%’ﬁgﬂnl_ ]

| IIpoaykr: Keropon" (keToposak) pacTBOp ANst BHYTPUBEHHOTO W BHYTPUMbILIECHHOrO BBeACHHS, 30 MI/m
Batch No / : V220762 Batch Quantity / : 27272 7ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001618802 Date of Analysis / : 28.09.2022
AnanuTuyecKui oryer Ne JlaTa ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025
JlaTa npou3BoacTBA I'oxen xo

LAnalysis performed according ND / Anaaus nposenen nmo HJI: JII1-001365-170222

Page 1 of 4/ Crp. 1 u3 4

i.? Test / [lokazaTesnb Results / PesyabTaTthl Specification / Hopma
! Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

Ipo3paunslit GecLBETHBI pacTBOP.

/ TpospauHblit OecUBETHBIH WK
CBETJIO-XKENTHLIN PacTBOP.

2 Identification /
TlopnMHHOCTL

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
YOEPKHUBAHUS OCHOBHBIX IMUKOB Ha
XpoMarorpaMmme UCTIBITYEMOTO
PacTBopa COOTBETCTBYIOT BpeMEHaM
YIepXHBaHHs OCHOBHBLIX TNHKOB Ha
Xpomarorpamme CTaHAAPTHOIO
pacTBOpa KeTopojiaka TpOMETaMHHA
u HarnpokceHa (pa3pmen
«KonuecTBeHHOE ONpeaeneHUeN)

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
YIEP)KUBAHUS OCHOBHBIX ITHKOB Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBOpa [OMKHBI COOTBETCTBOBATH
BpEMEHaM YAEPXKMBAHUS OCHOBHBIX
MHKOB Ha XpoMmaTorpamMmme
CTaHAAPTHOrO PacTBOpPa KeTopoJjlaka
TpOMETaMKHa W HanpokxceHa (pasnen
«KonuuecTBeHHOE OTIpeesIeHUEN)

3 Clarity / TIpo3pauHocThb

Complies / CooTBETCTRYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He [10JDKHA MpeBbILIaTh
OTaJIeCUEHIMIO 3TaJIOHa cpaBHeHus 1.

4 Color / lIBeTHOCTH 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu nyuHE BOJHEI
430 aMm.

5 pH 7.32 From69t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYeT Tpeboanusam HJL

Conclusion: APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: Ankit IIposepeHo: Ramakant Opnobpeno: Menemkep / PykoBoouTenb
( f\/ w Amit Kumar I-’&ﬁ'\':j_j
~ ‘- '__,_a-'"
Reprint Date / Reprint Date / Reprint Date /
Hata:28.09.2022 [Hara: 28.09.2022 Hara : 28.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

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

CEPTUOHUKAT AHAJIU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular 1rh”éé“€fc§+£§e‘§f9 n'lg;n'll o
Ilpoaykr: KeTtopon" (KeToponak) pacTBop A1 BHYTPUBEHHOIO M BHVTPUMbILIEHHOTO BBC,[leHHSI,_?iO MI/MIT
Batch No / 1 V220762 Batch Quantity / : 272727ampules /
Cepus Ne Odbem cepun 2727277 amnyn
Analytical Report No / : 890001618802 Date of Analysis / : 28.09.2022

Anannrndeckmii oryer Ne

JlaTa anaanza

Date of Manufacture /
JaTa nNpou3BOACTBA

: Aug.2022

T'open mo

Date of Expiry /

: Jul.2025

Analysis performed according ND / Auaans nposeaen mo HJL: JII1-001365-170222

Page 2 of 4/ Crp. 2 u3 4

6 Particulate matter / MexaHuuecKue BKJIHOUYEHUSA

6A Visible particles /
Bupymeie yacTuupl

Complies / COOTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBUH ¢ TPEOOBAHUSIMMU.

6B Invisible particles /
HeBuIuMble YacTHLbI:

i. Particles > 10 pm/ 11 not more than 6000 per ampoule /
YacTull pasMepom > He 6onee 6000 Ha amMnyJLy,
10 MM

ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YaCTHL PAa3MEPOM = He 6oniee 600 Ha amIyny.
25 MKM

7 Related substances / PoacTBeHHbIE€ NpuMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Gonee

Impurity B / [Ipumecs B

Impurity C / Ipumecs C

Impurity D / [Ipumecs D

Any unspecified impurity /

Not detected / He obnapyxcena

Less than LOQ (LOQ = 0.033 %) / Huxe
npeaena KojIM4eCTBEHHOr0 OnpeeeHus
(TIKO = 0.033 %)

Below Limit of Detection (LOD = 0.014 %)/

Hinxe npenena oduapyxenus (110 =0.014 %)

0,20 %;

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

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

not more than 0.20% / He 6Gonee
0,20 %.

Not more than 0.20 % / He 6Gonee

0.05%
EnvHuuHast HEUAEHTUGHULK- 0,20 %.
poBaHHas MPUMECH
Total impurities / Cymma 0.20% Not more than 1.50 % / He Oonee
npuMecei 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /

H3BaexkaeMblii 060LeM

He menee noMunansHoro (1,0 M)

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT cootBeTcTBYET Tpebobanuam H/

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroneno: Ankit , I[Tpoeepeno;-Ramakant Ono6peHo: MeHemxkep / PykoBoauresb
U&ﬁ Amit Kumar |\‘ SN
/ g ‘I'_' -
Reprint Date / Reprint Date / Reprint Date /

HaTa:28.09.2022

Jlata: 28.09.2022

Jara : 28.09.2022
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CEPTUOHUKAT AHAJIHU3A

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular i) ections, 30 mg/ml
Ipoaykr: Keropon™ (keToponak) pacTop /115l BHYTPUBEHHOIO ¥ BHYTPUMbILLEYHOrO BBEACHHS, 30 Mr/mn
Batch No / 1 V220762 Batch Quantity / : 272727ampules /
|Cepns Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001618802 Date of Analysis / : 28.09.2022
AHanuTHYEeCKHH oTueT No JlaTa aHaausza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

JaTa npou3BojcTBa I'ogen a0

Analysis performed according ND / Ananu3 nposenen mo HJ/L: JII1-001365-170222

Page3 of4/Crp.3u3 4

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 ES/mr
IHIOTOKCHHBI KETOpoJiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / Must be sterile. / Jlomxen ObiTh
CrepuibHOCTD (VIR KAXKNOi COMPLIES CTEPUJIbHBIM.
15-0it cepumn)

11 Assay / KonuvecTBeHHOE 29.41 mg/29.41 Mr From 27.0mg to 33.0mg of

onpeneneHne CisH13NO3- C4H11NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
no 33,0 MI C15H13NO3'C4H11NO3
(keTOponaka TpPOMEeTaMMH) B 1 MJL.
12 Alcohol content / ITanon 11.52 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

IMpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusam HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / -
[Toarorosneno: Ankit ( ’A

Checked by /
IIporepeno: Ramakant

g

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens

Amit Kumar _|'x\_~ %f .

Reprint Date /
JlaTa:28.09.2022

Reprint Date /
Jara: 28.09.2022

Reprint Date /
Jara : 28.09.2022
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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

CEPTUDUKAT AHAJIU3A Tel : +91 98166 56001-02

B . - — wwwidrregdyseom————————

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

Ipoayxr: Ketopon™ (keToponak) pacTBOP [j1si BHYTPMBEHHOIO M BHYTPHMbILLEYHOTO BBEACHHS, 30 Mr/mJ1
Batch No / 1 V220762 Batch Quantity / : 272727ampules /

Cepna Ne - Obbem cepun 272727 amnyn
Analytical Report No / : 890001618802 Date of Analysis / : 28.09.2022
Ananurndeckuii oruer No JlaTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2025

JlaTa npou3BoAcTBA Togen mo

Analysis performed according ND / Anaju3 nposeaen no HJI: JII1-001365-170222

Page 4 of 4/ Crp. 4u3 4

13 Packaging / YnakoBka 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
I[lo 1 wMn B ammynsl 43 | ina carton pack./
CBETO3alLUTHOTO crekna | I[lo 1 Mn B ammynsl U3
xopuuHeBoro kinacca I (USP). B | cBeTO3allMTHOrO CTEK/Ia KOPUYHEBOrO
BEpPXHell 4acTW aMIlyjlbl HAaHeCeHbl | WIM  TEMHO-KOPMYHEBOrO  LBETa
KONbLO W Touka ansa pasitoma. Ha | kmacca I (USP). B BepxueH dvacTu
amnyny HaKJIEUBAKT ITHUKETKY. aMnynbl HaHeceHbl KOJbLUO M TOUKa
Mo 10 amnyn c¢ uHCTpykKuUMe#d mo | And paznoma. Ha amnyny HakjieuBatOT
IPUMEHEHHIO MOMEIIAIOT | 3TUKETKY.
B [IBX/anmomuHuessli 6ucTep. Ilo 10 ammyn ¢ MHCTpYKLMEH mno
ITo 1 6nucTepy B nauKy KapTOHHYIO. IIPUMEHEHHUIO TIOMELIAOT
B [IBX/anomMuHueBsli 611cTep.
o 1 6aucTepy B NayKy KapTOHHYIO;
Ui cTauuoHapoB: mo 2, 3, 5
61MCTEepOB B MAYKY KaPTOHHYIO.

14 Labelling / Mapkupoeka According to ND / B cootsercteuyn ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiudiieHHOM

XpaHeHnune OT CBETa MecTe NpH TeMnepatype He Boitue 25 °C. He 3amopaxnBath.

16 Shelf-life / Cpox rognocTu 3 years. / 3 roga.

Remarks: The Product confirms to ND/
[Tpumeuanue: [IponykT cooTBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axnwuyenue: OJOBPEHO

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

[oarorosneno: Ankit /\I IIpoBepeno; Ia]:nakant OpnobpeHo: Menemxkep / PykoBoauresns
( i @LL{\}LL Amit Kumar j&_ SN

Reprint Date / Reprint Date / Reprint Date /

Jarta:28.09.2022 Hara: 28.09.2022 Hara : 28.09.2022
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