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Dr. Reddy's Laboratories (td.
Formulatiocn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
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
Ipoaykr: Ketopon® (keToposiak) pacTBOp it BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOrO BBeICHHS, 30 Mr/mi
Batch No / : V240515 Batch Quantity / : 272727 ampules /
Cepus Ne O0BeM cepun 272727 amnyn
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AHajduTHYeCKu# oTUeT Ne JHara ananu3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jdata npon3Boiacrsa T'ogen o
Analysis performed according ND / Ananu3 nposeaen no HJL: JII1-001365-170222

Pagelof 6/Crp. 1u3 6

IIpo3paunslit HeclBETHBIH PacTBOP.

J;{f Test / [Toka3aTennb Results / Pe3ysbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHbplii OecLBETHBIH MK
CBETJIO-KENThIN pacTBop.

2 Identification /
INoanuHHOCTDL

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) / BpemeHa
yIOEepXUBAaHUS OCHOBHBIX IHKOB Ha
XpOMaTorpaMme HUCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMeHaM
YIEpXUBaHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpamme CTaHJapTHOTO
pacTBopa KeTopoJiaka TpoMeTaMUHa
'} HanmpoKceHa (pasnen
«KonuuecTBeHHoOe onpeneneHue»)

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
yIEep)KUBAHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpamMme UCTIBITYEMOTO
pacTBOpa NOJDKHEI COOTBETCTBOBATh
BpeMeHaM YACPIKUBAHUA OCHOBHBIX
MTUKOB Ha XpOMaTorpaMmme
CTaHIAPTHOTO PAcTBOpa KeTOpOJaka
TpOMeTaMHHa M HANpOKCeHa (paszaen
«KONMYEeCTBEHHOE OMPEIEICHUE»)

3 Clarity / IlpospauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapaTa He JOJ/KHA MPEBbILUATD
ONAJIECIICHIIHIO 3TAIOHA CpaBHEHHUA L.

4 Color / lIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy QyIHHE BOJHbI
430 um.

5 pH 7.3 From69t079./016,9 no 7.9.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykT cootBeTcTBYET TpeboBanuam H/

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jara: 31.07.2024

JHara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoneno: Santosh IMposepeno: Pardeep Kumar | OnoGpeno: Menemxep / PykoBoauTtens
Kumar Maurya Q{ Amit Kumar & S

/ " I'. //
Reprint Date / Reprint Date / Reprint Date /

Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com

CIN: L85195AP1584PLCO04S07
www.drreddys.com
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Dr. Reddy’s Laboratories |[td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS ,uw drreddys.com

CEPTUOPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon® (keToposnak) pacTBOp JUisl BHyTPMBEHHOrO M BHYTPUMBIILEYHOrO BB€AEHHUS, 30 Mr/mn
Batch No / : V240515 Batch Quantity / : 272727 ampules /
Cepua Ne Oonem cepuu 272727 amnyn
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AHaanTHYecKHil oTueT No Jara anajau3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa T'oxen oo
Analysis performed according ND / Ananuns nposexen no HJI: JII1-001365-170222

Page2 of 6/ C1p. 2 u3 6

J.]I:.:) Test / [loka3aTennb Results / Pe3yabraTtsbl Specification / Hopma
6 Particulate matter / MexaHuueckue BKJIKYEHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumelie yacTHLEI B cooTBeTCcTBUM C TPEOOBAHUSAMH.
6B Invisible particles /
HeBunuMele yacTHIpL:
i. Particles> 10 pm/ 33 not more than 6000 per ampoule /
YacTtun pasMepoM > He Gonee 6000 Ha ammyTy;
10 Mxm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL] pa3MepPOM > He Gonee 600 Ha ammyy.
25 MKM
7 Related substances / PoacreeHHbIe npuMecH
Impurity A / IlpumMecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He Oonee
Hmxe npeznena o6uapyxenus (ITO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He 6onee

Hurxe npezgena konMuecTBEHHOTO 0,50 %;
onpeneneuus (ITKO = 0.033%)

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykt cootBeTcTBYeT Tpebosanuam HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Jara: 31.07.2024

Jara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTtens
Kumar Maurya Amit Kumar N Y

Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drredays.com
CIN: LB5195AP1S84PLCO04507

www.direddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS S
CEPTUOUKAT AHAJIM3A RS

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykrt: Kertopon" (keToponak) pactsop Juis BHYTPHBEHHOTO H BHYTPHMBILIEYHOrO BBEACHHS, 30 Mr/mu
Batch No / : V240515 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepi 272727 amnyil
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AHaJTHTHYECKHI oTHeT Ne Jara apanuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoacTBA Fonen no

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-170222

Page3 of 6/ C1p. 313 6

JJI:.:) Test / ITokasaTesb Results / PesynabTaTsl Specification / Hopma
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npezena obnapysxenus (110 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Gonee
Envuuynas HeuaeHTUhHUH- 0,20 %.
pOBaHHas NMPUMECh
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npHUMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3enekaemblii 00bemM He menee HomHHaIbHOTO (1,0 Mi1)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTtepuajbHble <=0.725 ED/mr tromethamine. / He 6osee 5,8 ED/mr
9HIO0TOKCHHBI KETOpOJiaKa TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITH
CTepunbHOCTL (A8 KaxaoH CTEpUIBHBIM.
15-oii cepun)

Remarks : The Product confirms to ND/

Iprmenannie: Hpoaykr coorBeTcTBYCT Tpeboranusm H/II

Conclusion : APPROVED /
Zaxarevenne: QIOBPEHO

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

IMoaroroeneHo: Santosh IIposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosonutens

Kumar Maurya Amit Kumar f {__,1 -
/ cﬁ:_ hl| e /

Reprint Date / Reprint Date / Reprint Date / i

Hara: 31.07.2024 Hata: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04507

www.drreddyz.com
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Dr. Reddy's Laboratories {td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
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
Ipoaykr: Ketopon™ (keToposiak) pacTBOp AJisl BHYTPUBEHHOTO W BHYTPHMBILIEUHOTO BBEACHHS, 30 Mr/mn
Batch No/ 1 V240515 Batch Quantity / 1 272727 ampules /
Cepus No O6bem cepHH 272727 amnyn
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AHa/IMTHYEeCKHH oTueT No JlaTa anannza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npoH3BOACTBA T'omen mo

Analysis performed according ND / Anaan3 nposenen no HJI: JIT1-001365-170222

Paged of 6/ C1p. 4u3 6

I;‘oo Test / Tloka3arenn Results / PesyabTaThl Specification / Hopma
11 Assay / KosinuecTBeHHOE 29.70 mg / 29.70 mr From 27.0mg to 33.0mg of
omnpe/e/ieHHe CisH3NO3-C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 MIT C15H13NO3'C4H11N03
(keToponaka TpOMETaMHH) B 1 M.

12 Alcohol content / ITaHon 11.97 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

ITpumeuanue: IpoaykT cooTseTcTBYET TpebopanusM HIT

to ND/

Conclusion : APPROVED /
Jarnwuenne: QJJOBPEHO

Prepared by /
[Monroroenero: Santosh

Kumar Maurya /
P

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykopoautenn
Amit Kumar

=

Reprint Date /
Jata: 31.07.2024

Reprint Date /

Jlara: 31.07.2024

Reprint Date /
Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drredays.com

CIN: L85195AP1584PLCD04507
www.drreddys.com
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Dr. Reddy's Laboratories |.td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp AIsi BHYTPHBEHHOIO H BHYTPHMbILIEYHOrO BBEACHUS, 30 mr/mi
Batch No / : V240515 Batch Quantity / : 272727 ampules /
Cepus Ne O6Bem cepin 272727 amnyn
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AnajuTndyecKuii oruer Ne JaTa anaaunsa
Date of Manufacture / : 06/2024 Date of Expiry/ : 05/2027
JlaTa npou3BoacTrBa T'oaen no
Analysis performed according ND / Auann3 nposeaen mo HJI: JIT1-001365-170222

PageSof 6/ Cip. Su3 6

i? Test / Iloka3aTeib Results / Pe3yabTaThl Specification / Hopma
13 Packaging / YnakoBka 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
Mo 1 wmn B amoynsl u3 | inacarton pack. /
CBETO3alUTHOTO crexna | [lo 1 M3n B ammyssl U3
kopuuHeBoro kiacca I (USP). B | cBeTO3aIMTHOIO CTEKIIa KODUYHEBOI'O
BEpXHEH YacTH ammysibl HaHECEHBl | WIM  TEMHO-KODMYHEBOTO  LBETa
KOMbLO M Touka Wi pasnoma. Ha | xmacca I (USP). B BepxHe#t uactu
aMITyJly HaKJIEUBAIOT STUKETKY. aMIyJsl HaHeceHbl KOJBLO M TO4YKa
IMo 10 ammyn ¢ uMHCTpYyKUMeH Mo | Ans pasnoma. Ha ammyny HakneudBaroT
NPHMEHEHHUIO MOMELLAOT | ITHKETKY.
B [IBX/anoMHHHEBBIH OnucTEp. ITo 10 ammyn ¢ UHCTPYKLMeH 110
ITo 1 6aKcTepy B AYKy KAPTOHHYIO. | IIPUMEHEHHIO MOMEIIAIOT
B [IBX/anmoMuHUeBbI} GnucTep.
Mo 1 6vcTepy B MavKy KapTOHHYIO;
Uil cTauuMoHapos: mo 2, 3, 5
OJIUCTEPOB B NMaYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBerctuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluIeHHOM
XpaHeHue OT CBETa MecTe NpH TeMnepatype He Bbiie 25 °C. He 3aMmopaxuBats.

Remarks : The Product confirms

Ipumeuanue: [Ipoaykt coorseTcTBYET TpeboBaHusM HJL

to ND/

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnexo: Santosh- I[Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautenb
Kumar Maurya N f N Amit Kumar

Reprint Date / Reprint Date / Reprint Date /

JHara: 31.07.2024 Jara: 31.07.2024 Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel; +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIM: L85195AP1584PLCOO4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy’'s Laboratories |td.
Formulation Unit-6

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

CEPTUO®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoaykr: Keropon™ (keToponak) pacTBop Al BHyTPUBEHHOTO M BHYTPHMBILIEYHOr0 BBEACHHUS, 30 MI/mn
Batch No / : V240515 Batch Quantity / : 272727 ampules /
Cepwms Ne O0beM cepHH 272727 amnyn
Analytical Report No / : 040002607890 Date of Analysis / : 31.07.2024
AHaJHTHYECKHH oT4eT No JlaTa ananu3a

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

JlaTa npou3BojJcTBA T'oxen xo

Analysis performed according ND / Auaiu3 npoenen mo HJL: JII1-001365-170222

Page 6 of 6 / C1p. 6 u3 6

No

Test / Ioka3zaTean
No

Results / PesynbTaThl

Specification / Hopma

16 Shelf-life / Cpok rognoctu

3 years. / 3 rona.

API name / Haumenosanue A®C:

Ketorolac tromethamine / Keropojaka TpoMeTaMHH

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /

Homep cepuu npouspoautens A®C:

ABQHO006833

FP Manufacturer API Batch number /

Homep cepun cydcTaHuuu npouspoaurtess [JIP:

FEQA00570

API Manufactured by & country /
Ipoussoantens A®C, cTpana:

Dr. Reddy's Laboratories 1.td., India /
J-p Pennu'c Jlabopatopuc Jita., Unnus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanusam HJI

3axmouenne: OJJOBPEHO

Hata: 31.07.2024

Hara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Samos@/ [Tpoepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya AN P Amit Kumar T

w* DL’_ ST
Reprint Date / Reprint Date / Reprint Date / '

Mara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




