Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

‘. ®
! A Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy s .. Distt. Solan, H.P., 173 205, INDjA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tipoayxr: Keropon" (ketoponak) pactBop julst BHYTPUBEHHOrO H BHYTPHMBILIEYHOTO BBENEHHUA, 30 Mr/Mn
Batch No / : V240170 Batch Quantity / : 272727 ampules /
Cepus Ne O0nbem cepun 272727 amnyn
Analytical Report No / : 890001727651 Date of Analysis / : 06.04.2024
AHajquTHYecKHii oTyeT Ne Jara ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npousBoacrpa Tonen 1o
Analysis performed according ND / Anaaus nposeaen nmo HJI: JITI-001365-170222

Pagel of 5/Crp. 1u3 5

1;00 Test / ITokazaTenn Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucaunne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3paunslii 6ecLiBeTHbINH pacTBop / Tlpo3pauHbiif GecUBETHBIN WM
CBETJIO-XKENTHIH PacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
MoanunnocTs peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond 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
YIAEPXHUBAaHMA OCHOBHBIX NMHMKOB Ha | YIEpXWUBAHUS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCIILITYEMOTO | XpOMaTorpamMe HCTIBITYEMOIO
pacTBopa COOTBETCTBYIOT BpEMEHaM | pacTBOpa MAODKHLI COOTBETCTBOBATH
YIEPXKUBAHUA OCHOBHBIX NIHKOB Ha | BpeMeHaM YAEp)KMBAHHS OCHOBHBIX
XpoMaTrorpamme CTaHAApPTHOTO | MHKOB Ha XpOMaTOrpamme
pacTBOpa KeTOpoNlaka TPOMETaMHMHA | CTaHAApPTHOTO PacTBOpa KETOpoOJaka
" HaIpoKceHa (pasgen | TpomMeTaMHHa W HampoKceHa (pa3gen
«KomnuuecTBeHHOE ONpeneNeHUe) «KonmyecTBeHHOE OIpe/ie/IeHHe)

3 Clarity / IIpo3paunocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JODKHA NPEBBILIATE
ONaJIECHECHIHIO 3TaJlOHa CpaBHeHus I

4 Color / lIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu [inHe BOTHEL
430 M.

5 pH 7.32 From6.9t07.9./016,9 no 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIponykT cooreteTyer TpeboBanmam HJJ 3axmoucaue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Pravesh Rana Ilposepeno: Rama Kant Onobpeno: Menemxkep / Pykosogutens

' W Pavan Kumar Sharma {7~
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 06.04.2024 Jata: 06.04.2024 Jara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoayxT: Keropon™ (keToponak) pacTBOp 11 BHyTPMBEHHOTO M BHYTPMMBILIEYHOTO BBEAEHHUS, 30 Mr/mil
Batch No / : V240170 Batch Quantity / ¢ 272727 ampules /
Cepus Ne O06bem cepun 272727 amnyn
Analytical Report No / : 890001727651 Date of Analysis / : 06.04.2024
Ananuruyecknii orger Ne JaTa anann3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npou3BoacTBa I'open no
Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222
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6 Particulate matter / MexaHu4eckne BKJIIOYEHHUS

6A Visible particles /
Bunumele yacTHIbI

Complies / CooTBeTcTBYET

Should correspond to requirements. /
B coOTBeTCTBHH C TpeOOBAaHUAMM.

6B Invisible particles /
HeBumuMble YaCTHLbL:

Impurity B / IIpumecs B

Not detected / He o6Hapyxena

Impurity C / Ilpumecs C

Below LOQ (LOQ = 0.033%) /
Hmxe npezena KoJIMUECTBEHHOTO
onpeanenenus (ITKO = 0.033 %)

Impurity D / IIpumecs D

Below LOD (LOD = 0.014 %) /
Huxe npepena o6napyxenns (11O
=0.014 %)

Any unspecified impurity /
EnnHnuHas HengeHTUGUILIN-
pOBaHHast IPUMECH

0.05%

i. Particles> 10 um/ 09 not more than 6000 per ampoule /
Yactuy pazmMepom > He 6onee 6000 Ha amnyny;
10 Mmxm

. particles > 25 um/ 00 not more than 600 per ampoule /
4acTUL pa3MEpOM > He Gonee 600 Ha ammyny.
25 MKM

7 Related substances / PoacrBennsie npumecu
Impurity A / ITpumecs A 0.15% not more than 0.20% / He 6Goinee

0,20 %;

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

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

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

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

Remarks: The Product confirms to ND/
Ipumeuane: Ipoaykr coorBeTeTBYCT TpcGOoBaHmIM 1]

Conclusion: APPROVED /
3axmoacunc: OJOBEPEHO

Prepared by /
IToarotosineno: Prav? Rana

Checked by /
ITpoeepeno: Rama Kant

dutst

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens
Pavan Kumar Sharma _ 5y —

Reprint Date /
Jlata: 06.04.2024

Reprint Date / '
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp /i BHYTPHBEHHOTO U BHYTPUMBIIIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V240170 Batch Quantity / : 272727 ampules /
Cepus Ne OoBem cepuu 272727 amnyn
Analytical Report No / : 890001727651 Date of Analysis / : 06.04.2024
AnaauTnyeckuii oTyer Ne JaTa aHau3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTta npon3BoacTBa I'open 10
Analysis performed according ND / Ananns nposeaen no HJI: JI[1-001365-170222

Page3 of 5/Crp. 3m3 5

HspaekaeMblii 00bemM

Total impurities / Cymma 0.21% Not more than 1.50% / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

He mMeHee HomuHanbHOro (1,0 M)

9 Bacterial endotoxins /
BakrepuajabHble
IHAOTOKCHHBDI

<=0.725 EU/mg /
<=0.725 EBQ/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpOJlaKa TPOMETaMHHa.

10 Sterility (every 15th batch) /
CTepuabHOCTD (IJ151 KaXA0M
15-0i1 cepnu)

NA

Must be sterile. / JlomkeH OBIThL
CTEPUITBHBIM.

11 Assay / KonnuecrBeHHOe 30.25 mg/ 30.25 mr From 27.0mg to 33.0mg of
onpeaeieHue CisH13NO;- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mr C15H13N03‘C4H11N03
(xeToponaka TpOMETaM#H) B 1 MIL
12 Alcohol content / Tanon 11.92 % From 10.60 % to 12.60 %. /

Or 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/
IMpnmeuanne. pupyki couiseicisyet 1pebusannam 1]

Conclusion: APPROVED /
Saruwyenne: OJJOLI'EITIO

Hara: 06.04.2024

Hara: 06.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toprotoesneno: Pravesh Rana ITposepeno: Rama Kant Onobpeno: Menemxep / Pykorogurens
Z Pavan Kumar Sharma :"\,n-"- e
- [P "
Reprint Date / Reprint Date / Reprint Date /

Jara: 06.04.2024

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 Laboratories Ltd.
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoayxT: Keropon” (keToponak) pactBop /s BHyTPUBEHHOTO W BHYTPHMBIILEYHOTO BBEAEHHS, 30 Mr/M
Batch No / : V240170 Batch Quantity / 1 272727 ampules /
Cepust Ne O6beM cepuu 272727 amnyn
Analytical Report No / : 890001727651 Date of Analysis / : 06.04.2024
AHaanTHyeckuii oTyeT No JlaTa ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npoun3BojacTBa Iopen 1o
Analysis performed according ND / Anauns nposegen mo HJI: JI1-001365-170222
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13 Packaging / YunakxoBka 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
Iloo0 1 wMn B ammynsl ©3 | ina carton pack. /
CBETO3aILUUTHOTO crewia | [To 1 wMn B  ammoynsl 3
kopuudeBoro kinacca I (USP). B | cBeTO3alMTHOrO CTEKIA KOPUYHEBOTO
BEpXHEH 4acTHM aMIyibl HaHECEHbl | WIH  TEMHO-KODHYHEBOrO  IIBETa
KOJIbLIO M To4Ka juisg pasnoma. Ha | kmacca I (USP). B BepxHeil yactu
aMITyJly HaKJICHBAIOT STHKETKY. aMITyJbl HaHECEHb! KOJBIO W TOYKa
ITo 10 ammyn ¢ uHCTpyKuMei mo | mis pasyioMa. Ha amnyily HaKIEeUBarOT
NpUMEHEHHIO MOMEIIAIOT | 3THKETKY.
B [IBX/anmoMuHueREI# 6UCTED. ITo 10 ammyn c HHCTpYKLMeEH I10
o 1 6iucTepy B Nauky KapTOHHYIO. | MPUMEHEHHUIO MTOMEIIAIOT
B [IBX/anoMunueBsiii Ouctep.
I[To 1 6nucTepy B MauyKy KapTOHHYIO;
Uil cTaudoHapoB: mo 2, 3, 5
ONUCTEPOB B NaYKy KapTOHHYIO.
ITo 1 6nucTepy B Mayky KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHa0M
XpaneHue OT CBETA MeCTe IpH TeMIlepatype He Bollie 25 °C. He 3amopaxuBaThb.

16 Shelf-life / Cpok roasoctu 3 years. / 3 roga.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ilpumeuanue: ITponykT coorBeTcTBYET TpeGoBaHuaM HJT 3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

ITonrorosneno: Pravesh Rapa IIposepeno: Rama Kant Onobpeno: Menemkep / Pykoomnrens
Pavan Kumar Sharma _*.,

j Rkt =
Reprint Date / - Reprint Date / Reprint Date /
Jara: 06.04.2024 Hara: 06.04.2024 JlaTta: 06.04.2024

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: L85135AP1984PLC004507
www.drreddys.com




Se
Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®HUKAT AHAJIN3A

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

Ipoaykr: Ketopon® (keToposiak) pacTBOp /Ul BHYTPHBEHHOIO H BHYTPUMbILIEYHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V240170 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001727651 Date of Analysis / : 06.04.2024
AHaJIHTHYECKHI oTyeT No JlaTa aHaJau3a

Date of Manufacture / : 03/2024 Date of Expiry / : 0272027
JlaTa npoH3BOACTBA I'onen no

Analysis performed according ND / Anasn3 nposegen no HJI: JITT-001365-170222

Page 5of S/Crp. Sm3 5

API name / HaumeHosanue ADC:

Ketorolac tromethamine / KeTopojiaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu mponssoautes AQC:

ABQH006832

FP Manufacturer API Batch number /

Homep cepuu cyGeranunu npoussoaurens IJId:

FEQA00569

API Manufactured by & country /
Ipoussoantesnb APC, crpana:

Ap

Dr. Reddy's Laboratories Ltd., India /

Peui'c Jla6oparopuc JIta., Muuus

Remarks: The Product confirms to ND/

[Mpumeyanne: [poaykr covieeicisyei 1pebusanmnsv 11

Conclusion: APPROVED /
Jaxawuenne: OJOLI'EITIO

Prepared by /
[onrorosnexo: Pravesh Rja\a
7

Checked by /
[poeepeHo: Rama Kant

Jowpol

Approved by: Manager/Executive /
Opnobpeno: Menemxep / p¥KOBOﬂIlTeRb
Pavan Kumar Sharma ,_fj ,v’ —

R
A

Reprint Date /
Jara: 06.04.2024

eprint Date /
arta: 06.04.2024

Reprint Date /
Jara: 06.04.2024
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