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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. iKhot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tzl 1 +91 88165 56001-02

CERTIFICATE OF ANALYSIS e drredevs. com
CEPTU®UKAT AHAJIA3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Ketopon® (keToponak) pacTBop 415l BHYTPUBEHHOTO M BHYTPHMBIILIEUHOro BBeAEHHUS, 30 Mr/mi
Batch No / 1 V240280 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001734257 Date of Analysis / : 17.05.2024
AHaduTHYeCKHH oTyeT No Jlara anajn3za
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
JaTa npou3BoaCTBA I'open 1o
Analysis performed according ND / Anasus nposenen mo HJI: JII1-001365-170222

Page 1 of 5/Crp. 1 m35

Ipo3pausstii 6eclBETHbIH pacTBOD.

I;.? Test / IlokasaTennb Results / PesynbTaTsl Specification / Hopma
1 Description / Onncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii OeCLBETHBIN WU
CBETJIO-XKEJNTHIN PacTBOP.

2 Identification /
IoaMHHOCTD

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
yIEepP)XHBAaHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
YIEPXXUBAHKUA OCHOBHBIX MHKOB Ha
XpoMarorpaMmme CT@HAapTHOTO
pacTBOpa KETOpoJiaka TPOMETaMMHA
" HampoKceHa (paznen
«Konm4ecTBEHHOE OMpe/IeeHHeY)

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) / BpemeHna
yIEpKUBAHHS OCHOBHBIX MHUKOB Ha
XpoMaTorpaMmme HCTBITYEMOTO
pacTBopa HOOJDKHBI COOTBETCTBOBATb
BpEMEHaM YOEpXXHUBaHMS OCHOBHBIX
MHKOB Ha XpoMaTorpaMmme
CTaHJapTHOTO PacTBOpa KeToposaka
TpOMETaMHHAa M HampokceHa (pasmen
«KoIUuecTBEHHOE OTpeICIeHUE)

3 Clarity / Ilpo3pauHocTtb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuwust
npernapara He JOJKHA MPEeBbIIATh
ONaJIECLIEHLIMIO 3TaNoHa cpaBHeHus .

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 mpu [JIHHE BOJIHBI
430 uM.

5 pH 7.36 From6.9t07.9./0t16,9 no 7,9.

6 Particulate matter / MexaHu4eCKHe BKIIOYEHUS

Remarks : The Product confirms to ND/
ITpumeuanwue: [JpoaykT coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / (L?)/
IMoaroTorneHo: Ranjeet

Checked by /
IIpoBepeno: Rama Kant

Onobpeno:

Approved by: Manager/Executive /

Menemkep / PykoBoauTens, l@ lT
!_ | Manoj kumar '

LCD0az07

Y, Enaails mail@dr

Reprint Date / Reprint Date / el Reprint Date /
JHara: 17.05.2024 Hata: 17.05.2024 Jara: 17.05.2024
-1-327, Road Mo, 3, Banjara Hille, Hyderabad - 506034, Tefanzana, ndia
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Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

& e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Badd;,

Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98165 56001-02

CERTIFICATE OF ANALYSIS www. direddvs.com
CEPTUPHUKAT AHAJIM3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Iponykr: Keropon® (keToponiak) pacTBOp il BHYTPHMBEHHOTO M BHYTPHMBIILEYHOrO BBeAeHUs, 30 mr/mu
Batch No / : V240280 Batch Quantity / : 272727 ampules /
Cepus Ne O0nem cepun 272727 amnyn
Analytical Report No / : 890001734257 Date of Analysis / : 17.05.2024
AHalduTHYEeCKHH oTYeT Ne Hara ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA I'ongen no
Analysis performed according ND / Ananu3s nposeaen mo HJ/I: JIIT-001365-170222

Page2 of 5/Crp. 2 u3 5

i? Test / IloxazaTenb Results / PesyabTaThl Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BupuMble qacTHIp] B coOTBETCTBUH € TPeOOBAHUSIMH.
6B Invisible particles /
HeBunyumelie 4acTuupl:
i. Particles> 10 pm/ 09 not more than 6000 per ampoule /
Yacrui pazMepoM > He Gonee 6000 Ha aMmyIy;
10 MmxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUI] pa3MepoM > He 6onee 600 Ha ammymy.
25 MKM
7 Related substances / PoacTeenHble mpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He Oonee
0,20 %,;
Impurity B / IIpumecs B Below LOD (LOD = 0.014%) / Husxe not more than 0.50 % / He OGonee
npeaena obHapyxenus (ITO = 0.014 %) 0,50 %;
Impurity C / Hpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Oonee
Huxe npeznena KoJIUM4eCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033%)
Impurity D / Ilpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He 6onee
Hwxe npenena obHapyxenus (I10 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EmuHuvnas HeuneHTUOUITH 0.06% 0,20 %.
pOBaHHas MPUMECh
Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npUMecer 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumcuanrie: [poayir coorserereycer Tpeborandmam 11 3armwoucHuce: OJOLIPEHNO
Prepared by / ( %) Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ranjeet ITpoeepeno: Rama Kant Onobpeno: Menemxep / PykoBogurens W
Q V. | Manoj kumar
Reprint Date / Reprint Date/ X Reprint Date /
JHara: 17.05.2024 MHara: 17.05.2024 JHara: 17.05.2024
i , Road Mo 3, Banjaia Hills, Hyderabad - 500034, Telansana, India
08, Email: mail@drieddys.com
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Dr.Reddy’s Q':'

Or. Reddy's Laboratories Lid,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS .

CEPTUD®UKAT AHAJIV3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToposiak) pacTBOp st BHyTPMBEHHOTO M BHYTPHMBIIEYHOTO BBeACHHUS, 30 Mr/mi
Batch No / : V240280 Batch Quantity / + 272727 ampules /
Cepns Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001734257 Date of Analysis / : 17.05.2024
AHamTHYEeCKHH oTyeT No JlaTa ananu3za
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlara npoHsBoacTBA T'ogen xo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT1-001365-170222
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ITpumeuanme: [Iponykr coorpercTByeT TpeboBanuam HJJ

i.:) Test / IloxazaTesb Results / Pe3yabTaTsl Specification / Hopma

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnekaemslii 06bem He menee HomuHainbHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHble <=0.725 ED/mMr tromethamine. / He 6onee 5,8 ED/mr
IHAOTOKCUHbLI KETOpoJlaka TpOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITh
CrepuiabHOCTD (AN KAKAOM CTEpUNILHBIM.
15-0ii cepun)

1}:’ Test / IlokazaTesb Results / PesynbTaTh! Specification / Hopma

11 Assay / KoninuecTBeHHOE 29.38 mg /29.38 mMr From 270mg to 33.0mg of

onpenesieHHe Ci5sH13NO3- C4H 1 NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
no 33,0mr C;sH;sNOs C4H;NO;
(xeToponaxka TPOMETaMUH) B 1 ML

12 Alcohol content / ItaHon 11.99 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

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

3axmouenne: OJOBPEHO

Prepared by / C: )
[oaroroeneHo: Ranjeet

Checked by /

IIpoBepeHo: Ramad( 1}9 @

Onobpeno

Approved by: Manager/Executive /

: Menemxep / PykoBoautens w
Manoj kumar

Reprint Date /
Jlara: 17.05.2024

Reprint Date/ ¢
Jara: 17.05.2024

Reprint Date /
Jara: 17.05.2024

Registared Oifice:

Tel, +91 36 3800 2800, &
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Or Reddy's Laboratories Lid
Formulation Unit-5

Vill. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P, 173 205, INDJA
Tel - +91 28166 56001-02

wnwndrreddys com

Product : /

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

IIpoaykrt: Ketopon® (keTopoJiak) pacTBOp /Ui BHYTPHBEHHOTO W BHYTPUMBILIEYHOT O BBeAeHMs, 30 Mr/Mn
Batch No / : ' V240280 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001734257 Date of Analysis / : 17.05.2024
AHaUTHYCCKHI oTYeT No JlaTta ananausa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

JlaTa npon3BoacTBa I'open 1o

Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-170222

Page4 of S/ C1p. 4u3 5

1;.:) Test / IlokazaTesnn Results / Pe3yabTaThi Specification / Hopma
13 Packaging / YuakoBka 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
Ilo 1 wmn B ammynsl u3 | ina carton pack. /
CBETO3AILUTHOIO creiiia | [To 1 Mn B ammoynasl U3
kopuuHeBoro kmacca I (USP). B | cBero3aluTHOIO CTEKIJIa KOPUYHEBOTO
BEpXHEH 4YacTH aMIyjibl HAHECEHbl | WJIM  TEMHO-KOPHYHEBOTO  IIBETa
KOJIbLIO M TOouka Juiad passnoMa. Ha | knacca I (USP). B BepxHeii uactu
aMIyJy HAaKIEeUBAIOT ITHKETKY. amIynbl HaHECEHBl KOJNBLO M TOYKa
ITo 10 ammyn ¢ uHCTpyKUHe#d no | A passioma. Ha aMmilyny HakJIeHBarOT
NPUMEHEHHUIO MOMEINAOT | ITHUKETKY.
B [IBX/amomMunueBbIi 6nucrep. [To 10 ammyn ¢ MHCTpYKLHEH MO
ITo 1 6nucTepy B MayKy KApTOHHYIO. | MNPUMEHEHHIO MIOMEIIAI0T
B [IBX/anmoMuHuEBEIH OUcTep.
[To 1 6nucTepy B Nauky KapTOHHYIO;
I8 cTaudoHapoB: mno 2, 3, 5
6J11CTEPOB B MTAYKY KapTOHHYIO.
14 Labelling / Mapkuposka According to ND / B cootBerctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumenHom
Xpanenue OT CBETa MeCTe NpU TeMiepaType He Bhliie 25 °C. He 3aMopaxuBaTh.
16 Shelf-life / Cpok roanoctu 3 years. / 3 ropa.

1 API name / HanmenoBanne ADC:

| Ketorolac tromethamine / Ketoponaka TpOMETaMiTH

Remarks : The Product confirms to ND/
[MpuMeuanue: [IDORYRT COOTBETCTBYET TpeSoBanuam HJT

Conclusion : APPROVED /
3akawyenue: UTUBPEHO

ey

g, WAL

Registemed Ofiicg: ¢

Prepared by { 1.2 Checked by / Approved by: Manager/Executive /

TMoaroTosneNo: Ranjeet IIporepeno: Rama { t Onobpeno: Menemxkep / PykoBoauTens W
L Manoj kumar

Reprint Date / Reprint Date / i =3 Reprint Date /

Jarta: 17.05.2024 Jara: 17.05.2024 Jata: 17.05.2024

:, Hyderabad -

, R

506034,

A

angana, india
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Dy. Reddy's Laboratories itd,
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddj,
Distt. Solan, B.P., 173 205, IND}A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS vy drreddys.com
CEPTUDHUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToponak) pacTBop AJist BHyTPUBEHHOTO M BHYTPHUMBIILIEYHOrO BBEAEHHMS, 30 Mr/mi
Batch No / : V240280 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepnu 272727 amnyn
Analytical Report No / : 890001734257 Date of Analysis / : 17.05.2024
AHadHTHYecKHi oTyeT Ne JlaTa aHa;n3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA I'open no

Analysis performed according ND / Anasu3 nposenen mo HJI: JI1-001365-170222

Page5of S/ Crp. S5u3 5

Homep cepuu cy6ecTanuuu npoussoantens IJIdD:

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

Homep cepun npoussonurensa AD®C: ABQH06832

FP Manufacturer API Batch number / FEQA00569

API Manufactured by & country /
IIpouspoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JIta., UHaus

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

IIpumeuanue: [Ipogykr cooTseTcTBYET TpeboBanusM HJL 3akmouyenne: OJIOBPEHO

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

ITogroroeneno: Ranjeet IIpoBepeno: Ramg Kant Onob6peno: Menemxkep / PykoBoautens @M
% ULP\/ Manoj kumar

Reprint Date / Reprint Date / =\~ Reprint Date /

Jlata: 17.05.2024 Hara: 17.05.2024 Hara: 17.05.2024
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