Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Kertopon™ (keToponak) pacteop s BHYTPHBEHHOTO M BHYTPHMBIILIEYHOrO BBEEHUS, 30 Mr/m
Batch No / 1 V240117 Batch Quantity / : 272727 ampules /
Cepua Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001724179 Date of Analysis / : 15.03.2024
AHAIMTHYECKHI oTyeT No Jara anamnza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npoussojcrea T'open go

Analysis performed according ND / Ananus nposenen mo HJI: JI[1-001365-170222
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IMoanuHHOCTL

peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
YIEpKHUBAHUS OCHOBHBIX NMUKOB Ha
XpoMarorpaMme HCTIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMeEHaM
YIAEPKHMBAHHUsI OCHOBHBIX IIMKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBopa KeTopoJiaka TpOMETaMHHa
u HaNpoKCeHa (pa3men
«KonmiecTBeHHOE ONpeecHHE)

1;.00 Test / Iloka3aTennb Results / PezyanbTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHsbrii cBeTno-xenteld | / IlpospauHbiii  OecuBeTHBIH  wiu
pactBop. CBETJIO-KEJThIH pacTBop.

2 Identification / The retention times of the main | 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
YAEpKHBaHUS OCHOBHBLIX IIMKOB Ha
XpoMarorpamMme UCTIBITYEMOTO
pacTBopa JOJKHBl COOTBETCTBOBATD
BPEMEHAM YHEPKUBAHHMSA OCHOBHBIX
MTHKOB Ha XpoMaTorpaMmme
CTaHJapTHOTO pPacTBOpa KeTopojiaka
TPOMETaMUHa M HANpOKCeHa (pazmes
«KonmudecTBeHHOE OMpe/ieeHue»)

3 Clarity / Ilpo3pauHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
npenapara He JODKHA MPEeBbIIIATh
OmnanecLeHLHIO 3TalloHa CpaBHEHH s 1.,

4 Color / lIBeTHOCTE 0.04 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npu AnuHe BOJIHBI
430 um.

5 pH 7.34 From 6.9t07.9./0716,9 1o 7,9.

Remarks: The Product confirms to ND/
[Ipnmeuanne: [poaykr coorsetcTByeT Tpebopanusm HJT

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Hara: 15.03.2024

Jara: 15.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oxroroeneno: PraveslyRana | Ilposepero: Santgsh Kumar | Ono6peno: Menen cep / PykoBonuTesb
f Maurya 4 . Abbhishek Chauhan)\ \
R4
Reprint Date / Reprint Date / Reprint Date / i

Hara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon®™ (keToponak) pacTBOp AJjisi BHYTPHBEHHOTO M BHYTPUMBILIEUHOTO BBEAEHH, 30 Mr/mi
Batch No / 1 V240117 Batch Quantity / : 272727 ampules /
Cepus Ne O0beM cepun 272727 amnyn
Analytical Report No / : 890001724179 Date of Analysis / : 15.03.2024
AHanuTHYecKkHi oTyeT No JlaTa anann3za
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npoH3BoacTBa Toxen g0
Analysis performed according ND / Anasu3 nposeaen no HJI: JI1-001365-170222
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6 Particulate matter / MexaHnveckHne BKJII0UEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
BuanuMble 4acTHIIBI B cooTseTcTBHM ¢ TpeOOBaHUSIMA.
6B Invisible particles /
HeBuaumele YacTHLBL:
i. Particles> 10 pm / 16 not more than 6000 per ampoule /
YacTui pasmepom > He 6onee 6000 na ammyiy;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
JacTHUL pa3MEPOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoagcTBeHHbIE TPUMECH
Impurity A / Ipumecs A 0.15% not more than 0.20 % / He O6onee
0,20 %;
Impurity B / Tlpumecs B Not detected / He oGHapyxena not more than 0.50 % / He Oonee
0,50 %;
M (5}
Impurity C / Ipumecs C Below LOQ (LOQ = 0.033%) / 805t() 1:/1(.)re than 0.50 % / He OGonee
Hike mpejena KOJHYECTBEHHOTO WE 0
enenus (ITKO = 0.033 %
Impurity D / Tlpumecs D onpeR ( ) not more than 0.20% / He Oomee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena obnapyxenusa (I10
=0.014 %)
Any unspecified impurity / - Not more than 0.20 % / He 6Gonee
0.06%
EnuuiryHas HeuaeHTHHLH- 0,20 %.
poBaHHas MPUMECH

Remarks: The Product confirms to ND/
[Tpumeuanue: [Iponykt cootBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
Zakarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Pravesh/Rana | [IposepeHo: Santogh Kumar | Ono6peHo: Menemxep / Pykosoauresb
/ Maurya r‘%}; Abhishek Chauhan | \
L
Reprint Date / Reprint Date / Reprint Date / '
Hara: 15.03.2024 Jara: 15.03.2024 JHara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (keroponax) PAaCTBOP /11 BHYTPUBEHHOIO H BHYTPHMBILIEYHOTO BBEJCHMs1, 30 Mr/mi1_|
Batch No / : V240117 Batch Quantity / : 272727 ampules /
Cepns Ne O61em cepun 272727 amriyn
Analytical Report No / : 890001724179 Date of Analysis / : 15.03.2024
AHAJHTHYCCKHIT oT9eT No Jara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Hara mpoussoncrea T'ogen no
Analysis performed according ND / Ananus nposenen mo HA: JIT1-001365-170222
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[ Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npHUMeceit 1,50 %.
R Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mlL)/
H3Bnexaemelii 06nem He menee HoMmunanbaoro (1,0 ma1)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakrepnannuble <=0.725 ED/mMr tromethamine. / He 6Gonee 5,8 E3/mr
IHAOTOKCHHBI KeTOpoJiaka TpoOMeTaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jomxen 61
CrepunbHocTh (nast Kamaoii CTePUITLHBIM,
15-oii cepumn)

11 Assay / KonmuecTBenuoe 29.64 mg/ 29.64 mr From 270mg to 330 mg of

onpeaeseHue Ci5H1i3NO;3-C4H  NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
mo  33,0mr  CisHisNOj- C4H, NO;
(xeroponaka TPOMETaMUH) B 1 mut.
12 Alcohol content / Itanon 11.81 % From 10.60 % to 12.60 %. /
Ot 10,60 % 1o 12,60 %,
|

Remarks: The Product confirms to ND/
[pumeuanue: [ponykr COOTBETCTBYET TpebosaHuam HJJ

Conclusion: APPROVED /
3axnwgenne: OQJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroneno: Praveslif Rana [posepero: Santosh Kumar Onobpeno: Menemxep / Pykosoaures
o Maurya 4 Abhishek Chauhan k
L S
Reprint Date / Reprint Date / Reprint Date /
Hata: 15.03.2024 Hara: 15.03.2024 Mara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposiak) pacTBOp juisi BHyTPUBEHHOIO H BHYTPUMBIILEYHOro BBeAeH S, 30 Mr/mi
Batch No / : V240117 Batch Quantity / + 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001724179 Date of Analysis / : 15.03.2024
AHATHTHYEeCKHI oT4HeT Ne Jara ananunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jdarta npou3BoacTBa TI'onen no
Analysis performed according ND / Anasan3 nposeaen mo HJI: JIT1-001365-170222
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13 Packaging / Ynakogka 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 | leafletin 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 U3 | inacarton pack. /
CBETO3aLMTHOIO creima | ITo 1 ™Mnm B aMmoynsl  u3
kopuuHeBoro kmacca I (USP). B CBETO3AlIMTHOTO CTEKJIA KODUYHEBOTO
BepXHel yacTu ammysibl HAHECEHBl | WIH  TEMHO-KODMYHEBOTO  LBETA
KOJIbLIO W Touka Juis pasnoma. Ha | knacca I (USP). B Bepxueli wactu
aMITysTy HaKJIeUBalOT ITHKETKY. aMITynbl HaHECEHbl KOJNBLO M TOYKA
Mo 10 ammyn ¢ HHCTpyKUHMel no | [us pasiaoma. Ha amryny HakJieuBaroT
NPUMEHCHUIO MOMEILAIOT | 3THKETKY.
B [IBX/antoMuHueBbIH ONUCTED. Mo 10 ammyn ¢ HHCTpYKLMeH IO
ITo 1 6aucTepy B Ia4Ky KapTOHHYIO. | HPHMEHEHHIO [TIOMEWIAIOT
B [IBX/anioMuHyeBbIH OnucTEp.
[To 1 6nucTepy B MauKy KapTOHHYIO;
Uid  cTauuMoHapoB: mo 2, 3, 5
611UcTepOB B NaUKy KapTOHHYIO.
[To 1 6nucTepy B Nayxy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorerctBuu ¢ HJI.
15 Starage candifinons / Tn a place protected from light helow 2.5 °C. Do nof freeze. / B amwmennom
XpaHeHuHe OT CBeTa MecTe Ipu Temnepartype He Belie 25 °C. He 3aMmopakuBats.
16 Shelf-life / Cpox rogHocTu 3 years. / 3 rona.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilpoaykt cooTseTcTBYET Tpebosanmsam HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosieno: PraveslyRana | IIposepeHo: Santosh Kumar | Opobpeno: Menenxep)/ Pykosoauresns
] Maurya Abhishek Chauhan &
Cr —— ;‘
Reprint Date / Reprint Date / Reprint Date / '
Jara: 15.03.2024 Hara: 15.03.2024 Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
[Mpoaykr: Keropon™ (ketoponak) pacTBOp [isi BHYTPHBEHHOTO M BHYTPHMbILIEYHOTrO BBEAeH S, 30 Mr/Mn
Batch No / : V240117 Batch Quantity / 2 2727277 ampules /
Cepusi Ne Oobem cepun 272727 amnyn
Analytical Report No / : 890001724179 Date of Analysis / ¢ 15.03.2024
AnanuTHYecKHH oTyeT Ne JlaTa ana;usa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara mponsBoacrea Togen g0
Analysis performed according ND / Auanns nposesen no HJI: JITI-001365-170222
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API name / HaumenoBanne A®C: Ketorolac tromethamine / Keroponaka TpoMeTamun
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npoussoaurenss ADC: ABQH005596
FP Manufacturer API Batch number /
Homep cepun cydcTanuun npoussoaurens LJID: FEQA00499
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
mpOl/BBOllHTeJ'lb ADC, cTpana: J-p Pennu'c Jlabopatopuc Jita., Unnus

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumeuanue: [Tponykr cootBercTBYeT TpeboBanusM HJ| S3axarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Pravesh Rana | Ilposepeno: Santosh Kumar | Ono6peno: Menemxef) / Pykoeoaures

/; Maurya 8??, Abhishek Chauhan k

A

J "
Reprint Date / Reprint Date / Reprint Date /
MHara: 15.03.2024 Hara: 15.03.2024 Jara: 15.03.2024




