Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpomykT: Keropos” (keToponak) pacTBop uisi BHYTPHBEHHOTO H BHYTPHMBILIEYHOrO BBeieHUs, 30 Mr/mn
Batch No / : V240056 Batch Quantity / : 272727 ampules /
Cepusn Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 040002431836 Date of Analysis / : 28.02.2024
AHaTHTHYECKHI oTYeT No JlaTa anaau3sa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npou3BoacTBa Togen 1o
Analysis performed according ND / Ananns nposenen nmo HJI: JIIT1-001365-170222
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[Tpo3paunslii GecLBeTHBIH pacTBOp.

1}? Test / ITokazaTesb Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clearcolorless to pale yellow solution.

/ TlpospauHblii O€CLUBETHBIN WK
CBETJIO-XKENThIH pacTBop.

2 Identification /
INoanunHOCTL

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
YIEpXKHUBaHUSA OCHOBHBIX THKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YAEpXKHMBaHUS OCHOBHBIX NHKOB Ha
Xpomarorpamme CTaHIapTHOrO
pacTBOpa KeTopojiaka TpOMETaMMHA
7} HaMpoOKCeHa (pazmen
«KoandyecTBeHHOE OnpeeieHre)

The retention times of the main peaks
in the chromatogram of test solution
should cormrespond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section) / Bpemena
YIEpXXHBAHUS OCHOBHBIX [HMKOB Ha
XpoMaTorpamme UCITBITYEMOTO
pacTBopa [IO/DKHBI COOTBETCTBOBATH
BpEMEHaM YAEPIKHUBAHUSA OCHOBHBIX
[IKOB Ha XpOMaTOrpaMmme
CTaHAAPTHOTO PAacTBOpa KeTOopoJsiaka
TpOMETaMKHHa M HampokceHa (paszen
«KonmyecTBeHHOE OTIpEeeICHHUE )

3 Clarity / Ilpospaunoctsn

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JIOJDKHA [PEBBIILATh
OTIATECIICHIIUIO 3TANOHA CPaBHEHUA [

4 Color / LipeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1iMHe BONHBI
430 aM.

5 pH 7.33 From 6.9 to 7.9./ Ot 6,9 no 7,9.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBeTCcTRYET TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Harta: 28.02.2024

Hara: 28.02.2024

Prepared by / Checked by / Approved by: Manager/Fxecutive /
IToaroroeneno: Santosh Ilposepeno: Pardeep Kumar | Onobpeno: Menemkep// Pykosoaurens
Kumar Maurya {{‘* ‘:'—j-:' Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '

Jara: 28.02.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJINU3A

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

Ipoaykr: Keropon® (keroposiak) pacTBOp JUIss BHYTPHBEHHOIO M BHYTPMMBILUEYHOrO BBeIeHHs, 30 Mr/ma
Batch No / : V240056 Batch Quantity / : 272727 ampules /
Cepust Ne O0bem cepun 272727 amnyn
Analytical Report No / : 040002431836 Date of Analysis / : 28.02.2024
AxanuTudyeckuii oTueT No JaTta anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoACTBA Tonen g0

Analysis performed according ND / Ananus nposenen mo HJI: JITT-001365-170222
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6 Particulate matter / Mexanuyeckue BK/IIOUEHHS

6A Visible particles /
Buaumele yacTHIB

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B cooTBeTCTBUH € TpeOOBAHHUSAMM.

6B Invisible particles /

HepuauMLie YacTHIILL:

i. Particles > 10 ym/
Yactuu pazmepom >

11

not more than 6000 per ampoule /
He 6onee 6000 Ha ammnyany;

10 Mmxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTUl] pasMepoM > He 6onee 600 Ha ammyiny.
25 MxM
7 Related substances / PoacTBeHHbIe mpuMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He Oosee

Impurity B / TIpumecs B

Not detected / He oOHapyxeHa

Impurity C / ITpumecs C

Below LOQ (LOQ =0.033%) /
Hike mpeziena KOJTU4ECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) /
Hwxe npenena o6Hapyxenus (I10
=0.014 %)

Any unspecified impurity /
EnuHnyHas HenneHTu -
pOBaHHas IpUMech

0.06%

0,20 %;

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

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

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

Not more than 0.20 % / He Oonee
0,20 %.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBaHusam HJL

Conclusion: APPROVED /
3akaouenue: OJIOGPEHO

Prepared by /
IMToarorosineHo: Santosh

Kumar Maurya L
ury. CE%

Checked by /
[Mpoeepeno: Pardeep Kumar

P

Approved by: Manager/Executive /
OnobpeHo: Menejukey) / Pykoeoantens
Abhishek Chauhan

Reprint Date /
Jara: 28.02.2024

Reprint Date /
Jara: 28.02.2024

Reprint Date /
Hara: 28.02.2024




Dr.Reddy’s QE‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keroponak) pactBOp /i BHYTPHBEHHOTO W BHYTPHMBILUEYHOr0 BBeleH s, 30 mr/mn
Batch No / : V240056 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 040002431836 Date of Analysis / : 28.02.2024
AHajuTHYeCcKHH oTyeT No JaTa anajgnza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTta npousBoacTBa I'omen mo

Analysis performed according ND / Anaan3 nposeaen mo HJL: JII1-001365-170222
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H3Bnexkaemblii 00beM

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npuMeceti 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HomuHansHoro (1,0 mn)

15-oii cepun)

CTepHabHOCTD (AJI1 KaXA0ii

9 Bacterial endotoxins / <=0.725 EU/mg / Not morc than 5.8 EU/mg of kctorolac
baktepnanbHsbie <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
IHIOTOKCHHBI KETOpOoJiaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh

CTEPUIIbHBIM.

11 Assay / KonimyecTBeHHOE 29.59 mg/ 29.59 mMr From 270mg to 330mg of
omnpejesieHue CisH13NO3-C4H; (NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
mo  33,0mr CisHi3sNOs C4H;INO;
(xeropoiaka TpoMeTaMuH) B 1 ML
12 Alcohol content / ITanon 11.90 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Zaxarouenne: OJOBPEHO

Prepared by /
IMoxroroeneHo: Santosl}
Kumar Maurya -

Checked by /
IIpoBepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep//| Pykosoauresns
Abhishek Chauhan

]

Reprint Date /
Jara: 28.02.2024

Reprint Date /
Jara: 28.02.2024

Reprint Date /
Hara: 28.02.2024
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Dr.Reddy’s Q,’.’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponiak) pacTBOp /il BHYTPUBEHHOTO M BHYTPHMbILIEUHOrO BBeACHHS, 30 Mr/mu
Batch No / : V240056 Batch Quantity / : 272727 ampules /
Cepus Ne Obnem cepuu 272727 amnyn
Analytical Report No / : 040002431836 Date of Analysis / 1 28.02.2024
AHanuTHYeCKHH oTyeT Ne Jara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlara mpon3BoacTea I'ogen no
Analysis performed according ND / Ananus nposeaen mo HJI: 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 in a

PVC/aluminum blister.

1 blisters in a carton pack. /

Illo 1 Mn B aMmmoyasl u3
CBETO3aIUTHOTO CTeKJIa
kopruHeBoro kmacca I (USP). B
BepXHeil 4acTU aMITyJibl HaHECEHBI
KOJIBIIO M Touka Ui paszioma. Ha
aMITyJly HaKIeUBalOT 3THKETKY.

INo 10 ammyn ¢ HWHCTpYKUMEH 10
IpHMEHEHUIO [OMELLAIoT
B [IBX/amomMuHueBbi 61HcTEp.

o 1 6nucTepy B Nauky KapTOHHYO.

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 Ma B aMmMOoynasl W3
CBETO3AILMTHOTO CTEKIIa KOPUYHEBOTO
WId  TEMHO-KODUYHEBOrO  IBETa
kmacca 1 (USP). B BepxHell wactu
aMmmyybsl HaHeCeHbl KOJBLO M TOYKa
11 pasnoma. Ha aMnyty HakJieHBaloT
ITHUKETKY.

Ilo 10 ammyn ¢ HHCTpyKLHMeH IO
MPUMEHEHUIO HOMEIIAI0T
B [IBX/amoMuHueBbIi 61UCTED.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
Ui cTaluoHapoB: mo 2, 3, 5
6IMCTEPOB B NAYKy KApTOHHYIO.

ITo 1 6muctepy B Mauky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBerctuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiueHHoM
OT CBETa MecTe mpu TeMmeparype He Boiie 25 °C. He 3aMopakuBaTh.

16 Shelf-life / Cpok roguoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IIpumeuanue: IIponykr cooreercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJ{OBPEHO

Prepared by / Checked by / Approved by: Manager(Executive /
IToarotosyeHo: Santosh IMposepeno: Pardeep Kumar | Ono6peHo: Menemkep) Pyxosonurens
Kumar Maurya L Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.02.2024 Jara: 28.02.2024 Hara: 28.02.2024




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon®™ (keToponak) pacTBOp /Jiss BHYTPUBEHHOTO U BHYTPHMBILIEUHOrO BBeIeHH, 30 Mr/mi
Batch No / : V240056 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnyn
Analytical Report No / : 040002431836 Date of Analysis / : 28.02.2024
AHajiuTHYecKHii oTyeT No Jarta anangusa

Date of Manufacture / : 02/2024 Date of Expiry / + 01/2027
JlaTa npou3BojJcTBa Toxen oo

Analysis performed according ND / Auanus nposexen mo HJI: JIIT1-001365-170222
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API name / HaumenoBanune A®C: Ketorolac tromethamine / Ketoponaka TpOMeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npousBoautess ADC: dbeiinee
FP Manufacturer API Batch number /
Homep cepuu cyGeTanuuu npouspoautens [JId: FEQU0427
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouseoautens APC, crpana: J-p Penan'c Jlaboparopuc Jlta., Muaus
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: ITpoaykT cooTBeTCcTBYET TpeboBanuaM HJJ 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manage}/Executive /
IMoarororneno: Santosh IMposepeno: Pardeep Kumar | Opo6peHo: Menemxep / Pykosoaurensb
Kumar Maurya Cﬁ" Abhishek Chauhan

" Qi{ -
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 28.02.2024 Jara: 28.02.2024 Jara: 28.02.2024




