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AHaJHTHYECKHH oTyeT Ne

JlaTa anann3a

CERTIFICATE OF ANALYSIS 2 =0 98
CEPTUDHKAT AHAJIM3A vww.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Ketopon® (keToposak) pacTBOp Ul BHYTPMBEHHOTO M BHYTPUMBILIEYHOTO BBeACHHS, 30 Mr/m
Batch No / : V231004 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001708012 Date of Analysis / : 30.12.2023

Date of Manufacture /
JlaTa npoH3BoJCTRBA

: 12/2023

Togen go

Date of Expiry /

: 11/2026

Analysis performed according ND / Anann3s nposexen mo HJI: JIT1-001365-170222

Pagel of 5/Crp.1m35

i.oo Test / Iloka3aTeanb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanne Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHsIit ceeTno-xkentelif | / Ilpo3paunblii 6ecUBEeTHBIN HIH
pacTBop. CBETJIO-KENThI pacTBOp.

2 Identification /
IMopuHHOCTH

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
YAEpXKVBaHHS OCHOBHBIX IHKOB Ha
XpoMaTtorpamMmMe UCMBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
YAEPXUBAHUS OCHOBHBIX MHUKOB Ha
XpoMaTorpaMmme CTaHIapTHOTO
pacTBopa KeTopoJiaka TpOMeTaMMHa
7} HarpoKceHa (pazmen
«KonuuecTBeHHOE onpeneneHne»)

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
YIOCP)KUBAHHS OCHOBHBIX TIMKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa [IOMKHBI COOTBETCTBOBAThH
BpEMEHAM Y/EpKUBAHHUSA OCHOBHBIX
TIMKOB Ha XpOMaTorpamMmme
CTAHAAPTHOrO PAacTBOPAa KETOPOJaKa
TpoMeTaMHHa W HalpoKceHa (paszen
«KosnuuecTBeHHOE OIpEeNENEHUEN)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBeTCTRBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuysA
npenapaTa He NOKHA NPEBLIIIATh
ONANECIEHIMIO 3TANIOHA CpaBHeHuUA 1.

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu anuHeE BOJIHBL
430 um.

5 pH 7.33 From6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoxykT cootBercTBYeT TpeboBaHusm HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IMoarorornenn: Pardeep

Kumar ﬁ

Checked by /

TTparepenn Santosh Kiimar
)

Maurya

&~

Approved by: Manager/Executive /

Onofipern Menenxenp / Pykornnurenh

Manoj Kumar

(/e

Reprint Date /

Hata: 30.12.2023

Reprint Date /

Jara: 30.12.2023

Reprint Date /
Jara: 30.12.2023

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: L85195AP1884PLCO04507
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Formuiation
Vill. Khol, Halagarhy Road, Badedi,
Distt. Solan, H.P., 173 205, iNOHA

Tl : +91 95166 56C01-02

CERTIFICATE OF ANALYSIS o
CEPTI/Iq)I/IKAT AHAJII/I?DA VAW D reday;.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (ketoposak) pacTBop Ajs BHYTPUBEHHOIO H BHYTPUMBIILEYHOrO BBENEHHs, 30 Mr/ma
Batch No / : V231004 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6nem cepuu 272727 amnyn
Analytical Report No / : 890001708012 Date of Analysis / : 30.12.2023
ApanuTnyeckuii oTuet No JlaTa anaJjm3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTa npon3BoacTea T'open oo
Analysis performed according ND / Anann3 nposeaen mo HJL: JIIT-001365-170222

Page2 of 5/Crp. 2u3 5

6 Particulate matter / MexaHH4ecKHe BKJIIOYeHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BupuMmeble 4acTHLIBI B cooTBeTCTBHY € TpeOOBAHUAMU.
6B Invisible particles /
HeBuauMbie 4acTHIIBL:
i. Particles > 10 pm/ 47 not more than 6000 per ampoule /
YacTun pazmMepoM > He 6onee 6000 Ha aMITyILy;
10 Mxm
ii. particles>25 um/ 00 not more than 600 per ampoule /
4acTUl] pa3sMepoM > He 6osee 600 Ha ammyiy.
25 MKM
7 Related substances / PoacTBeHHble npuMecH
Impurity A / IIpumecs A 0.16% not more than 0.20% / ne Gonee
0,20 %;
3 1]
Impurity B / IIpuvece B Below LOD (LOD — 0.014 %) / 1(;05t0 r;(?re than 0.50 % / He Oonee
Huxe npenena obnapyxenus (ITO i
=0.014 %)
Impurity C/ IIpumecs C not more than 0.50 % / He Oonee
Below LOQ (LOQ = 0.033%) / 0,50 %;
Hixe npenena XoJHYeCTBEHHOTO
Impurity D / Hpumecs D onpenenedus ([IKO = 0.033 %) not more than 0.20 % / He O6onee
0,20 %.
Below LOD (LOD = 0.014 %) /
Hmxe npenena obnapyxeHus (I10
Any unspecified impurity / =0.014 %) Not more than 0.20 % / He 6onee
Enuuugnas HeuneHTUOUIH- 0,20 %.
pOBaHHas IPUMECh
0.06 %
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanwue: IlponykT coorBeTcTRYeT Tpeboranusm HJ| 3axmiouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosneno: Pardeep IIposepeno: Santosh Kumar | Ono6peno: Menemwkep / PykosoauTesis
Kumar i M Manoj Kumar /
QLI__ aurya { noj Kum -\lj’m m
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2023 Hara: 30.12.2023 Hara: 30.12.2023

Registered Cifice: 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: L85195AP1984PLC0J34507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Dr. Reddy's Lahoratoiies Lid.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Cad!i,
Distt. Solan, H.P.,, 173 205, iINCiA
Tel : +61 98166 56G01-02
www.drreddys.com

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

Hpoaykr: Ketopon® (keToposak) pacTBop Julsi BHYTPUBEHHOIO H BHYTPHMBILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / 1 V231004 Batch Quantity / + 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyJ
Analytical Report No / : 890001708012 Date of Analysis / : 30.12.2023
AHaJATHYECKHI oTyeT No JlaTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npoH3BOACTBA I'ogen xo

Analysis performed according ND / Ananu3 nposeaex no HJI: JI[1-001365-170222

Page3 of 5/Crp.3u3 5

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMeceii 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baekaemblii 06bem He menee HomuHansHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 ES/mMr tromethamine. / He 6oxnee 5,8 ED/Mr
HAOTOKCUHBI KETOpOJiaKa TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / domxeH ObITh
CTepnabHOCTL (118 KaXaoH CTEPHILHBIM.
15-o0ii cepun)
11 Assay / KosinuecTBeHHOe 29.43 mg/ 29.43 mr From 270mg to 33.0mg of
onpeneeHne Ci1sH13NO3- C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(o] 33,0 MI C15H13NO3'C4H11N03
(keTopoNaka TpOMETaMHH) B 1 MIL.
12 Alcohol content / dTaHon 11.89 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [Tpogykt cootBeTcTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Pardeep |, Iposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoautesnb
Kumar sl s Maurya ~ Manoj Kumar }),m mr
Reprint Date / Reprint Date / Reprint Date /

Hata: 30.12.2023 Hara: 30.12.2023 JHara: 30.12.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Unit-5

Vill. Khol, Nalagari Road, Sadti,
Distt. Solan, H.P.,, 173 205, IND:i A
Tel : +91 98166 560G1-62

CERTIFICATE OF ANALYSIS
CEPTADPHKAT AHAJIM3A www.drreddys.coni
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon® (keToposiak) pacTeop /Uist BHYTPHBEHHOIO ¥ BHYTPUMBIIEYHOTO BBEICHHA, 30 mMr/mn
Batch No / : V231004 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001708012 Date of Analysis / + 30.12.2023
AHanHTHYeCKHH oTyeT Ne Jara ananusza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa mpou3BOACTBA T'ogen go
Analysis performed according ND / Auanu3s nposeaen no HJI: JII-001365-170222
Page4 of S/ Crp.4u3 5§

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. /

Ilo 1 w™Mn1 B aMmIynsl U3
CBETO3aLINTHOTO CTeKJIa

kopmuHeBoro kmacca I (USP). B
BEepXHEd 4acTu aMIlylbl HaHECEHBI
KOJIBIIO U Toyka And pasnoma. Ha
aMITyJly HaKJICUBAIOT 3THKETKY.

ITo 10 aMmyn ¢ HHCTpPYKLHMEH 1HO
NPUMEHEHHIO MIOMELAIOT
B IIBX/anmoMuHUEBbIH OIUCTED.

[To 1 6nucTepy B MaYKy 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 w™Ma B amnoyasl U3
CBETO3AIUTHOTO CTEKIJIa KOPUUHEBOTO
WIM  TEMHO-KODHYHEBOIO  IIBETa
xracca I (USP). B BepxHeil yacTu
aMIyjibl HaHeceHbl KOJIbLO M TOYKa
1uist pasjiioma. Ha aMITymy HakienBaloT

3TUKETKY.
Ilo 10 ammyn ¢ HHCTpyKuueH 110
MPUMEHEHHIO MOMELIAI0T

B [IBX/anmoMunueBsbli 6nucTep.

Ilo 1 6nucTepy B Na4Ky KapTOHHYIO,
Juid  cTaumoHapoe: mno 2, 3, 5
6JIMCTEPOB B NAYKy KapTOHHYIO.

ITo 1 6nucTepy B MauKy KapTOHHYO.

14 Labelling / MapkupoBka

According to ND / B cootBercTaun ¢ H

H.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aumuieHHoM
OT CBETA MECTE NpH TeMIepatype He Bble 25 °C. He 3aMOpakKuBath.

16 Shelf-life / Cpox roanocTn

3 years. / 3 rozga.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoxykT cootBeTcTBYET TpeboBanuam H/JT

Conclusion: APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosineno: Pardeep _ IIposepeHo: Santosh Kumar | Ogo6pexo: Menemkep / PykoBoantens
Kumar C;LF: | Maurya Manoj Kumar \ij ik
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2023 Jara: 30.12.2023 Hara: 30.12.2023

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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Dr. Reddy's Labaratories Lid.
Formulation Unit-5
Vill. iKKhol, Malagarh Ro

Distt. Solan, H.P,, 173 205, IN
CERTIFICATE OF ANALYSIS V‘gﬂgjﬁ\‘f oo
CEPTUOPUKAT AHAJIM3A ’ ’

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: KeTtopon® (keToposiak) pacTBop isi BHYTPHBEHHOIO M BHYTPHMMBIILIEYHOTO BBEAEHUS, 30 MI/Mi
Batch No / : V231004 Batch Quantity / : 272727 ampules /
Cepus Ne O06nem cepun 272727 amnyn
Analytical Report No / : 890001708012 Date of Analysis / : 30.12.2023
AunaguTuyeckHi oTyer Ne JaTa ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
JlaTa npoH3BoACTBA T'onen o

Analysis performed according ND / Anain3 npoeeaen mo HJI: JII1-001365-170222

PageSof 5/Cip.5u3 5

API name / Haumenopanune ADPC:

Ketorolac tromethamine / Ketopoyaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npoussoautens A®C:

ABQH005022

FP Manufacturer API Batch number /
Homep cepun cydcTanuuu npoussoautess I'JID:

FEQAO00497

API Manufactured by & country /
Ilpoussoauteab A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pejumn'c Jlaboparopuc JIta., Uaaus

Remarks: The Product confirms to ND/
Ilpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneHo: Pardeep [Tpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoautesns
Kumar ] Maurya A, e Manoj Kumar M [
== e (hmm§llLee]
= —
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.12.2023 Hara: 30.12.2023 Hara: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tzl +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOJ34507
www.drreddys.com




