Dr.Reddy’s Q%.'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

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

IpoaykT: Ketopon® (keToponax) pacTBop //1si BHYTPUBEHHOIO M BHYTPHMBIIIEUHOTo BBeAieH!s, 30 Mr/mn
Batch No / : V240142 Batch Quantity / : 272727 ampules /
Cepuin Ne O06bem cepun 272727 amiyn
Analytical Report No / : 890001727087 Date of Analysis / : 27.03.2024
AHajliTHYECKH oTUeT No JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npoH3BOACTBA T'oaen g0

Analysis performed according ND / Ananns nposeaen no HJI: JIN1-001365-170222

Pagelof S/Crp. 1135

Ipo3paunslit 6ecuBeTHLIN pacTBoOp

1;.:) Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Omucanne Clear colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpospauubiii OeclLBETHBIH WU
CBETJIO-XKENTHINA PaCTBOP.

2 Identification /
IloanHHHOCTEL

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
YIEpXHUBaHUA OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yINEepXKMBaHU OCHOBHBIX IHKOB Ha
XpOMaTOTrpaMMe CTaHIaPTHOIrO
pacTBOpa KeTopoJiiaka TPOMETaMHHA
U HaIpoKCceHa (paznen
«KonuiecTBEHHOE OTIpeeNICHUE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solutton of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YIEPKUBAHUA OCHOBHBIX ITHKOB Ha
XpoMaTrorpaMme HCNBITYEMOTO
pacTeopa HOJKHBI COOTBETCTBOBATH
BpEMeHaM YAEPXHBAHHA OCHOBHBIX
TIMKOB Ha XpoMaTorpamMme
CTAHAAPTHOrO PACTBOpPAa KETOPOJIaKa
TPOMETaMMHA M HarpoKceHa (pasjen
«KONHYECTBEHHOE OTIPEACTICHHE)

3 Clarity / Ilpo3pa4yHocThb

Complies / COOTBETCTBYET

The opalescence of the sample should
not oxoood opalosoence of reference
suspension 1. / OnanecusHuys
npenapara He JO/KHa NPeBbIIaTh
ONATECHEHIMIO 3TaNOHa cpaBHEHMA L.

S pH

4 Color / [IReTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npH AJMHE BOJIHbL
430 uM.
7.35 From 6.9 to 7.9./ Ot 6,9 no 7.9.

Remarks: The Product confirms to ND/
Ipumeuanwue: IMponykr cootseTcTRyeT Tpedosanusm HJT

Conclusion: APPROVED /
3axmoyenne: OQTTOBPEHO

Hara: 27.03.2024

JHara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno: Santosh Kumar IIpoeepeno: Pardeep Kumar Ono6peHo; Menemxep / Zyiconomrrens
Maurya Pavan Kumar Sharma L
Reprint Date / Reprint Date / Reprint Date /

JHata: 27.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJMA3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TpoAykT: Keropon™ (ke1oponak) pacteop /uis BHYTPHEEHHOTO H BHYTPHMBILLIEUHOTO BBEACHHA, 30 Mr/mn
Batch No/ : V240142 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001727087 Date of Analysis / : 27.03.2024
AHaJIHTHYECKHHA oTyeT No Jara anannza

Date of Manufacture / : 03/2024 Date of Expiry / - 02/2027
JlaTa npon3BOACTBA Togen no

Analysis performed according ND / Ananns uposepen no HJI: JII1-001365-170222
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6 Particulate matter / MexauuueckHe BKJIIOYEHNS

6A Visible particles /
BuauMele yacTHipl

Complies / CoOTBETCTIBYET

Should correspond to requirements. /
B cooTsercTBIM C TPEOOBAHHUSIMH.

6B Invisible particles /
HepuanMLie yacTHLLL:

Impurity B / Ilpsimecs B

Below LOD (LOD =0.014 %) /
Hwmxe npenena obnapyxeuus (IO
=0.014 %)

pOBaHHAas [IPHAMECH

Impurity C / ITpumecs C
Below LOQ (LOQ = 0.033%) /
Hixe npenena KONM4eCTBEHHOTO
Impu_rity D/ Hp}{Mecx, D OIIpeAeIICHUA (HKO =0.033 %)
Below LOD (LOD = 0.014 %) /
Huxe npenena o6xapyxenus (ITO
=0.014 %)
Any unspecified impurity /
EnuHMYHAT HEWNCHTAQHITH- 0.05%

i. Particles> 10 pm/ 07 not more than 6000 per ampoule /
YacTtuu pasMepom = He 6onee 6000 Ha amnyiy;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI pa3MepoM > He Gonee 600 Ha amnymy.
25 MXM

7 Related substances / PogcTeeHHEIe MpUMecH
Impurity A / IIpumecs A 0.15% not more than 0.20% / He 6oiee

0,20 %;

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

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

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

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
ITpumeyanne: ITponykr cooreeTcTBYeET TpeboBanmam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
ITonrorosneno: Santosh Kumar

Maurya %

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemikep / ByKOBOAHTEN b
Pavan Kumar Sharma

e

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024




CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIV3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoayxT: Keropon™ (keToposak) pacTBOp JUi BHYTPHBEHHOrO H BHYTpHMMbILLEUHOro BBeieHus, 30 Mr/mn
Batch No / 1 V240142 Batch Quantity / : 272727 ampules /
Cepua No O6nem cepHH 272727 amnyn
Analytical Report No / : 890001727087 Date of Analysis / : 27.03.2024
AnanutHyeckdi oTaeT No Jlara anannza
Date of Manufacture / = 03/2024 Date of Expiry / ¢ 02/2027
JlaTa npon3BOACTBA T'open go
Analysis performed according ND / Ananns nposenen no HJI: JITI-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He Bonee
npuMeceii 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL}) /

H3pnekaeMblii 00 LeM He meHee HomuHanbHoro (1,0 mur)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuaibHbIC <=0.725 E3/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCHHBI - KETOpPOJiaKa TPOMETaMHHA.

Must be sterile. / Homken OnITh
CTEPHILHBIM.

10 Sterility (every 15th batch) / NA
CTrepulibHOCTD (AN15T KAWNO0#

15-0if cepuu)

From 270mg to 33.0mg of
C1sHi3NOs- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
mo  33,0mMr CsHisNO;3-C4H) (NO;
(xeToposaka TpoMeTaMuH) B 1 MiL.

From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

11 Assay / Konnuectsentoe 29.72 mg/ 29.72 mr

onpenpeneHne

12 Alcohol content / dranon 11.88 %

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoxyxT cootBeTcTRYET TpeGOBaHmaM HJI

Prepared by /
INoarorosneHo: Santosh Kumar

Maurya (&’;
Sz

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opobpeno: Menespkep / PykopoauTens
Pavan Kumar Shaiua 49;%/

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Hara: 27.03.2024

Reprint Date /
Jata: 27.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayKT: Keropon® (keroponak) pacTBOp JUisi BHYTPHBEHHOIO ¥ BHYTPHMBILICHHOTO BECACHHA, 30 mMr/mn
BatchNo/ : V240142 Batch Quantity / : 272727 ampules /
Cepys Ne Ofnem cepu 272727 amnyn
Analytical Report No / : 890001727087 Date of Analysis / : 27.03.2024
AmasuTHYecKHiH oTieT No Jata asanusa
Date of Manufacture / : 03/2024 Date of Expiry / + 02/2027
JlaTa npoR3BoACTEA Tonex no
Analysis performed according ND / Ananns nposeaen no HJL: JIT1-001365-170222
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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 n a
PVC/aluminum blister.

1 blisters in a carton pack. /

[llo 1 ™Mo B amnynel U3
CBETO3AILUTHOrO cTeKa
xopuunesoro kmacca I (USP). B
BepXHeil 4YacTH AMITYJIBl HAHECEHEI
KOJNBIIO W TOuKa ans paszioma. Ha
aMnyJy HaKNEHBAIOT 3STHKETKY.

ITo 10 ammyn ¢ HHCTpYyKUMEH IO
[IPUMEHEHHIO MTOMEMIAT
B [IBX/antoMuH1EBLIA 61HCTED.

ITo 1 6nucTepy B Ma4yKy 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. /

o 1 Mg B aMmoylsl M3
CBETO3alMTHOTO CTEKIa KOPUIHEBOTO
WIM  TEMHO-KOPUHHEBOTO  LIBETa
knacca I (USP). B Bepxuei wuacTu
aMIyJIbl HAHECEHBl KONbLO W TOYKA
nns pasioMa. Ha aMIysy HaKk/1eMBaroT

TUKETKY.
Mo 10 amnyn ¢ HHCTpyKuuMed no
TIPUMEHEHHIO IIOMELIAIOT

8 TIBX/antoMHHHEBbIH OIHCTED.

[To 1 6nucTepy B Na4YKy KapTOHHYIO;
Ins  crauMoHapoB: mo 2, 3, 5
ObnHCcTepoB B nadky KapTOHHY10.

‘ o 1 6nucTepy B Ma4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBum ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuinerHOM
OT CBETa MeCTe MpH TemIepaType He Bhinre 25 °C. He 3aMOpaXHBaTh.

16 Shelf-life / Cpok roaHocTu

3 years. / 3 ropa.

Remarks: The Product confirms to ND/
[Tpumeyanue: [IponykT cooTseTcTBYET Tpeboranmam HII

Conclusion: APPROVED /
Zakmaouenne: OJJOBPEHO

Jlata: 27.03.2024

Hara: 27.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtosnexo: SantoshKumar Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykopoantens
Maurya = ’ Pavan Kumar Sharma —

Reprint Date / Reprnt Date / Reprint Date /

Hara: 27.03.2024
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CERTIFICATE OF ANALYSIS 0 crediye com

CEPTHOUKAT AHAJTH3A
Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpeayiT: Keropon™ (keTopoiiak) pacTBop /Uisi BHYTPHBECHHOTO ¥ BHYTPHMBILEYHOTO BECACHHA, 30 mr/mn
Batch No / : V240142 Batch Quantity / : 272727 ampules /
Cepun Ne O0BeM cepun 272727 amnyn
Analytical Report No/ : 890001727087 Date of Analysis / : 27.03.2024
Aupanurnueckuii order Ne JlaTa aHaan3a
Date of Manufactnre / : 03/2024 Date of Expiry / : 0272027
Jdara npon3BoacTea Tomen 1o

Analysis performed according ND / Ananns nposeaen no HJL; JI[1-001365-170222
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API name / Haumenopaune ADC:

Ketorolac tromethamine / Ketoposnaka TpoMeTamMua

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep ceprid nponspoantens ADC:

ABQH005596

FP Manufacturer API Batch number /

Homep cepuu cyberanuyy nponspoantens LJID:

FEQA00499

API Manufactured by & country /
Mpouzsoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
II-p Pegmu'c Jlaboparopuc Jita., Mo

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuansie: ITpoaykT cooTBeTcTBYeT TpeboBanuam HJL Bakmwgenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToxproTtosneHa: Santos-lg_‘Kumar Ipoerepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxopoanteis
Maurya @/- I Pavan Kumar Sharma (ﬁk

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.03.2024 Jara: 27.03.2024 Hara: 27.03.2024
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