Dr.Reddy’s ‘:’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIA3A

Product : /

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

Keropon® (keToponak) pacTsop Anst BHYTPHECHHOIO M BHYTPHMBIIIEYHOTO BBeNeHUS, 30 Mr/my

BatchNo/ : V240420 Batch Quantity / : 272727 ampules /
Cepuin Ne O0nem cepHH 272727 amnyin
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AHaJIHTHYECKHIH oTHeT No JlaTa aHaJH3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Hara upon3BoicTBa Topgen po

Analysis performed according ND / Anann3 nposepen no HJL: JIIT-001365-170222

Page 1 of 5/Cip.1u3 5

";'o Test / Tloxazatrens Results / PeaynbtaTsl Specification / Hopma
1 Description / Onncanue Clear colorless solution. / | Clear colorless to pale yellow solution. |
[Tpo3pauHsiii 6ecLBETHBIA PacTBOP. / Tlpospaunsiit 6eCUBETHLIH M
CBETNO-XEJITBIH pacTBOp.
2 Identification / The retention times of the main | The retention times of the main peaks
IopauioCTE peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should cormrespond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
VAEPXKUBAHUA OCHOBHBIX MHUKOB Ha | YHepKHBAaHHA OCHOBHBIX [MHUKOB Ha
XpOMaTorpaMme UCTOBITYEMOTO | XpOMATOrpaMMe HCMBITYEMOrO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa IMOIKHBEI COOTBETCTBOBATH
YIOEPXKHBAHUS OCHOBHBIX [THKOB Ha | BPEMEHAM YACP)KMBAHMA OCHOBHBIX
XpOMaTorpamMme CTaHIApPTHOTO | IHKOB Ha XpoMaTorpaMmme
pacTBopa KeToposiaka TPOMETaMHHa | CTaHAAPTHOTO PacTBOpa KETOpONaka
H HampoKceHa (pasmen | TpomeTamMHA M Hanpokcena (paszen
«KonudecTBeHHOE ONpenenecHUen) «KoniuecTBEHHOE OTIPEAEHEHHE)

3 Clarity / Ilpospaunocth Complies / CooTBeTCTBYCT The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
Npenapara He JO/KHA MPEBRIINATh
OTANeCHeHLUMIO STAJIOHA CpaBHEHM 1.

4 Color / IIpeTHOCTEH 0.05 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu AnuHe BOJIHBI
430 nm.
5 pH 7.39 From 6.9 to 7.9./ Ot 6,9 10 7.,9.
6 Particulate matter / MexaHH4YeCKHe BKIIOHCHHS
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumewanne: Iponykr coorsercrayer Tpebosanuam HJI Baxmouennc: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrorosneno: Pardeep ITpoeepeno: Pawan Kumar Opobpeno: Menemxep / Pykosoautesb
Kumar i S? Manoj Kumar 1 2 {,'
Reprint Date / Reprint Date / Reprint Date /
Iara: 28.06.2024 Iara: 28.06.2024 : Jlara: 28.06.2024




D Reddy's Laboratories Lty
Ere i

ndlation Unit-6

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tpoaykr: Ketopan” (KeTroposiak) pacTBOp Uif BHYTPHBEHHOIO H BHYTPHMBILICYHOTO BBeileHnd, 30 Mr/mn

Batch No / 1 V240420 Batch Quantity / : 272727 ampules /
Cepsiz Ne O6bem cepun 272727 amMnyn
Analytical Report No / : 890001745432 Date of Analysis / 1 28.06.2024
AHaJlaTHYecKHi oTueT No JlaTa anannsa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara npou3BOACTBA Tonen oo
Analysis performed according ND / Anasnnz nposenen no HJI: JII1-001365-170222
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—
Jﬁ: Test / [TokazaTenb Results / Pe3yibTaTst Specification / Hopma
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements. /
By ayMble 4acTHLL B cooTBeTCTBIM C TpEOOBAHMAMU,
6B | Invisible particles /
HeBunuMbie 9acTULEBL
i. Particles> 10 pm/ 5 not more than 6000 per ampoule /
YacTuLl pa3MepoM > He Gonee 6000 Ha aMITy.Ty;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHIl Pa3MEPOM > He 6onee 600 Ha amnyny.
25 MxM
7 Related substances / PogcTBeHubICc DPpHMeECH
Impurity A / [IpuMecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6napy>xeHa not more than 0.50% / He Gonee
0,50 %;
Impurity C / TTpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / nHe Gonee
Huxce npepena KONHYECTBEHHOIO 0,50 %,;
onpenenenns (IIKO = 0.033%)
Impurity D / I[Ipumecs D Below LOD (.LOD = 0.014 %)/ not more than 0.20% / He Gonee
Hwxke npenena obHapyxenus (I10O 0,20 %.
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6Gomnee
EnuHu4HaA HeMaeRTHULH- 0,20 %.
POBaHHAs IPHMECh

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: IIponykr cooteTcTByeT Tpebosarnam HJ Bakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Pardeep TIposepeno: Pawan Kumar Onobpeno: MeHemxkep / Pykopogurensb
Kumar Manoj K i

o X e sl *\@l
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 28.06.2024 Hara: 28.06.2024 Hara: 28.06.2024
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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

| IIpoayxr: Ketopon® (keToponak) pacTsop [is BHYTPUBEHHOrO H BHYTPHMBIHEYHOTO BeeAeHH ., 30 Mr/mn
Batch No/ : V240420 Batch Quantity / : 272727 ampules /
Cepna Ne O61.em cepHy 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AnanuTHyecknii oTyeT No JlaTa aRaan3a :

Date of Manufacture / : 06/2024 Date of Expiry/ : 05/2027

JlaTa npoM3BOICTBA Togen g0

Analysis performed according ND / Auanu3 nposeen no H/I: JII1-001365-170222

Pase3of 5/Crp.3u3 s

JJN%O Test / [ToxazaTens Results / PeayneTaTs! Specification / Hopma
Total impurities / CymMa 0.20 % Not more than 1.50 % / He Gonee
npumMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 M1 Not less than label claim (1.0 m1.) /
H3saekaemslii 06L.em He menee nomunaisHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuasbHbie <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/mr
HIOTOKCHHDI KETOpOJlaKa TPOMETAMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / Jlomken OwITH
CTepHaBHOCTL (ANA KAKMOH CTEPHILHBIM.

15-0#i cepnn)
1}:’ Test / [TokazaTens Results / PesyabTaTbl Specification / Hopma

11 Assay / KonnaecrsenHoe 30.02 mg/30.02 mr From 270mg to 330mg of

onpeaeyieHHe CisH3NOa C4H 1 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
no 33,0Mr C;sH;aNO;3-C4H[ INO;
{xeTopoJiaka TPOMETAMHUH) B 1 MJI.
12 Alcchol content / ITanon 11.76 % From 10.60 % to 12.60 %. /
Or 10,60 % mo 12,60 %.

Remarks : 'L'he Product confirms to NI/
IIpumeuanue: [Ipoaykt cooTsercrByet Tpebosanmam HII

Conclusion : APPROVED /
Saxkmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenero: Pardeep Iposepero: Pawan Kumar Onobpeno: Menemxep / Pykoponutenb
Kumar I }? Manoj Kumar a ; ]5 _
Reprint Date / - Reprint Date / Reprint Date /

Hara: 28.06.2024 Hara: 28.06.2024 Hara: 28.06.2024
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CERTIFICATE OF ANALYSIS e
CEPTHO®HAKAT AHAJIA3A g !
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpolyKT: Ketopon™ (keTOpO/Iak) PactTeop JUIA BHYIPHBCHHOTO U BHYTPHMbIIETHOTO BRE/ICHIUA, 30 Mr/mn
Batch No/ : V240420 Batch Quantity / : 272727 ampules /
Cepstn Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
ApaurHueckuii oryer Ne JlaTa aHasn3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
| {ara npoH3BOACTEA logexn 1o
Analysis performed according ND / Anann3 nposejen mo H/L: JII-001365-170222
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No
Ne

Test / Iloka3aTennb

Results / Pe3ysibTaThl Specification / Hopma

13 Packaging / Ynakoska

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
o 1 wmn B avoynmsl u3 | inacarton pack. /

CBETO3ALMTHOTO crexna | fTo 1 Mn B aMmyasl W3

kopuuHesoro Kiacca I (USP). B | cBeTO3aUTHOTO CTEKJIA KOPHY{HEBOTO
BepXHeil 9acTH aMIylbl HaHCCEHBI | MWIM  TEMHO-KOPHYHEBOTC  LIBETA
KONBLO M Touka Ans pasioma. Ha | kmacca 1 (USP). B mepxuei wacTu

aMITyJ Ty HaKIE€UBAtOT ITHKETKY. aMIyJibl HaHeCeHbl KOJBUO W TOYKA
[1o 10 amnyn ¢ WHCTpyKupeH mo | ans pasnoma. Ha aMmyny Hakjienearot
NMPHMEHEHHIO NMOMEWAT | 3TUKETKY.

B [IBX/amomuH1eBbLH Onnctep. [To 10 ammyn ¢ UHCTpYKLMEH Io
ITo 1 6nvcTepy B MayKy KapTOHHYIO. | MNPHUMEHEHHIO IOMELUIOT

B [IBX/amoMuHueBblH GnucTep.

ITo 1 6nucTepy B MaUKy KapTOHHYEO;
pis  cramuonapo: no 2, 3, 5
6nICTEPOB B NAYKY KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorercTeuy ¢ HJL.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3auiesHoM
OT cBeTa MeCTe IIpH TeMIIepaType He Bhlilie 25 °C. e 3amopaxuBaTh.

16 Shelf-life / Cpox rognocTi

3 years. /A rona

Rer;lark‘s : The Product confirms to ND/
[pumevanwe: [TpoayKkT cootBercTBYeT Tpebosaniam HIT 3axkmouenne: OJOBPEHO

Conclusion : APPROVED /

Prepared by /

Tloarotosneno: Pardeep

Checked by / Approved by: Manager/Executive /
[Tporepenio; Pawan Kumar Ono6peno: Meueaxep / Pykosoanrens

Kumar j Manoj Kumar
Reprint Date / Reprint Date/ Reprint Date /
Jara: 28.06.2024 Jara: 28.06.2024 Jara; 28.06.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Keropon™ (ketoponak) pactop Ais BHYTPHBSHHOTO M BHYTPHMBILIEUHOTO BBC/ICHHA, 30 mr/ma
Batch No / 1 V240420 Batch Quantity / : 272727 ampules /
Cepuin Ne Obnem cepui 272727 amnyn
Analytical Report No / : 890001745432 Date of Analysis / : 28.06.2024
AnaayTHYecKHit oTueT Ne Jlata anannza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

ara NPOH3BO/ACTRA Tonen o
Analysis performed according ND / Awaans nposeaen mo HJI: JI[1-001365-170222
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API name / Haxmenosauue ADC:

Ketorolac tromethamine / Ketoponaka TpOMETaM MR

Howmep cepuu cyGeTaHunu npouspoauTens IJIM:

INN /MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepun nponspoautens APC: o SIS

FP Manufacturer API Batch number / FEQA00570

Mpouseonutens APC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
J-p Pepau'c Jlaboparopuc Jita., UHnna

Remarks : The Product confirms to ND/
[pumeyanne: ponykr coorsercrsyer Tpebopannam HIT

Conclusion : APPROVED /
S3axmouenne: OJJOBPEHO

Prepared by /
TonroroeneHo: Pardeep

Kumar i/

-

Checked by /
TIposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykosoautesns
Manoj Kumar

Reprint Date /
Hara: 28.06.2024

Reprint Date /
Hara; 28.06.2024

Reprint Date /
JHara: 28.06.2024




