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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Ketopon" (keToposiak) pacTBOP /IS BHYTPUBEHHOIO I BHYTPHMBILIEYHOro BBeAeHUs, 30 mr/mn
Batch No / : V230209 Batch Quantity / : 272727ampules /
Cepusa Ne O0bem cepun 272727 amnyi
Analytical Report No / : 890001654457 Date of Analysis / : 31.03.2023
A”ajguTndecKHil oTuet No Jlara apannsa
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
Jlara npon3goacTea I'onen xo

Analysis performed according ND / Auanus nposenen no HJI: JIT1-001365-170222
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2.:) Test / [TokazaTennb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHbiit cBeTNO-XenThiit | / Ilpo3pauHblii OECUBETHBIH MK
pacTBop. CBETJIO-KENTBIA pacTBoOp.

2 Identification / The retention times of the main | The retention times of the main peaks

NoanuyHOCTL 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 | ketcrolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
yAepKHUBaHUS OCHOBHBIX IMKOB Ha | YHEPXXHMBAHMS OCHOBHBIX NHUKOB Ha
XpOMaTorpamme UCTILITYEMOTO | XpOMarorpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBOPa IOJDKHbI COOTBETCTBOBATDH
YIEpPKMBAaHUSI OCHOBHBIX MMKOB Ha | BpeMEHaM YNEPXXHUBAaHUsI OCHOBHBIX
XpoMaTorpamme CTAQHAAPTHOTO | MHKOB Ha XpoMaTorpamMmme
pacTBOpa KeTopoJiaka TPOMETaMHHa | CTaHHAApTHOIO pacTBOpa KeTOpojaka
%} HanpoKkceHa (pasmen | TpoMeTaMHMHa M HampokceHa (pasien
«KonHueCcTBEHHOE OMpeleTIeHNE) «KonuuecTBeHHOE OTpeeNieHUEN)

3 Clarity / Ilpo3pauHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapaTa He 10JDKHA MPEeBBILIATH
onanecUeHIMIO STalloHa cpaBHeHuUs 1.

4 Color / I1BeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 mpu [uiHHE BOJIHBI
430 HM.
5 pH 7.42 From 6.9t0 7.9./0t1 6,9 00 7.9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykr cooTsercTBYET TpeboBanuam HJI

Conclusion: APPROVED /
Sakawuenne: OJOBPEHO

Prepared by /
IMoaroroeneHo: Ankaj Verma

N~

Checked by /
Iposepeno: Nargsh Kumar

-~

‘/-

Approved by: Manager/Executive /

Onobpeno: Menemikep|/ Pykqsozures
(M Abhishek Chauhan T

Reprint Date /
Hara: 31.03.2023

Reprint Date /
Hara: 31.03.2023

Reprint Date /
Jara : 31.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIponykr: Keropon®™ (keToposiak) pacTBOp JUlsi BHYTPMBEHHOTO H BHYTPUMBILIEUHOrO BBeAeHUs, 30 mr/m
Batch No / : V230209 Batch Quantity / : 272727ampules /
Cepus No Oo6Bem cepun 272727 amnyin |
Analytical Report No / : 890001654457 Date of Analysis / ¢ 31.03.2023
AHajmTHYecKMit oTYeT Ne JlaTa aHanu3a

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npoH3BOACTBA I'onen go

Analysis performed according ND / Auaau3s nposeaen mo HJI: JII1-001365-170222
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6 Particulate matter / MexaHn4eckue BKIHOYECHHUSA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BupumMble yacTHIIBI B cooTBeTcTBUY ¢ TpeOGOBaHUAMM.
6B Invisible particles /
HeBuaumbie 4acTHLIBI:
i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
Yactun pazMmepoM > He Gosee 6000 Ha ammyiy;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
Y4acTHL pa3MepoMm > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHbIe NpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / ne Oonee
. . B 0,20 %;
Impurity B / [Ipumecs B Below LlII;lt of Detection (LOD = not more than 0.50 % / ne 6oinee
0.014 %) / Hwxe nipenena 0.50 %:
obnapyxenus (I10 = 0.014 %) O
Impurity C / I[Ipumecs C not more than 0.50 % / He Gonee
Less than LOQ (LOQ = 0.033 %) / 0,50 %;
Himwxe mnpenena KONUYECTBEHHOIO
omnpeaenenus (ITKO = 0.033 %)
Impurity D / [Tpumecs D not more than 0.20% / He Oonee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Hwxe npenena
obnapyxenus (I[10 = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuuudHas HeuOeHTHGUIu- 0.06% 0,20 %.
pOBaHHas PUMeCh

Remarks: The Product confirms to ND/
ITpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusm H]I

Conclusion: APPROVED /
3axiarwuenne: OTOBPEHO

Prepared by /
IToarotoeneHo: Ankaj Verma

o, —

Checked by /
[Mposepeno: Naresh Kumar

L

—

Approved by: Manager/Executive /

Ono6peHo: Menemw#ep / Pykopoaurensb
(i Abhishek Chauha?&i k

Reprint Date /
Jara: 31.03.2023

Reprint Date /
Jata: 31.03.2023

Reprint Date /
Jlara : 31.03.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponiak) pacTBop Juisi BHYTPHBEHHOTO ¥ BHYTPUMBIILEYHOIO BBEACHHUS. 30 Mr/mi
Batch No / 1 V230209 Batch Quantity / : 272727ampules /
Cepug Ne Ob6bem cepun 272727 amnyit
Analytical Report No / : 890001654457 Date of Analysis / : 31.03.2023
AHanuTHYeCKHH oTyeT No JlaTa ananu3za
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
Jara npon3BoAcTBA T'ogex xo

Analysis performed according ND / Anaaus nposexen no HJ/I: JII1-001365-170222
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Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npuMecen 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

HU3BJiekaemblii 00bemM

He menee nomuHanbHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHble <=0.725 ED/Mr tromethamine. / He Gonee 5,8 E3/mr
3HIOTOKCHHBI KeTopoJiaKka TPOMETaMHIHa.

10 Sterility (every 15th batch) / Must be sterile. / JlomxeH ObITH

CTepuabLHOCTDL (A/151 KAKIOM NA CTEPUIIbHBIM.
15-0ii cepun)
11 Assay / KonnuecTBeHHOe 29.60 mg / 29.60 mr From 270mg to 33.0mg of
omnpeaeneHue CisH13NO3 C4H11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
pi(e] 33,0 Mr C15H13NO3‘C4H11NO3
(keToposiaka TpOMETaMHH) B 1 M.
12 Alcohol content / dTanoun From 10.60 % to 12.60 %. /

11.70 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYeT Tpeboranuam HJL

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
IMoarorosnexo: Ankaj Verma

(-

Checked by /
IIpoeepeno: Naresh Kumar

N’
ol f/

Approved by: Manager/Executive /
Onobpeno: Menemxep | Pykopoautens
Abhishek Chauhan K

Reprint Date /
Jlarta: 31.03.2023

Reprint Date /
Jara: 31.03.2023

Reprint Date /
Jata : 31.03.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IlpoaykT: Keropon" (keToponak) pacTsop Uil BHyTPMBEHHOIO W BHYTPUMbILIEYHOrO BBEACHHUS, 30 mMr/mn
Batch No / : V230209 Batch Quantity / : 272727ampules /
Cepusa Ne Oo0Bem cepun 272727 amnyn
Analytical Report No / : 890001654457 Date of Analysis / : 31.03.2023
AHaJlMTHYECKHH oTueT Ne JlaTa aHaan3a
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npon3BojacTBa Togen ao
Analysis performed according ND / Anaan3 npoeenen mo HJI: JI[1-001365-170222
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13 Packaging / Ynakopka 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 amnoynsl w3 | ina carton pack./
CBETO3ALIUTHOIO crekna | ITo 1 wMa B aMmyiasl U3
xopuuHeBoro knacca I (USP). B | cBeTO3aLIMTHOrO CTEKNA KOPUYHEBOTO
BEpPXHEN YacTH ammysibl HAHECeHbl | MIH  TEMHO-KOPUYHEBOTO  LBETA
KONBIO W Toyka s patoma. Ha | xiacca I (USP). B BepxHeit yactu
amnyny HaKJIEUBAIOT ITUKETKY. aMmIly/ibl HaHeceHbl KOJbLO M TOYKa
[To 10 ammyn ¢ uHCTpykuMe# no | s pasnoma. Ha ammyny HaxienBaioT
NPUMEHEHHUIO MOMELIAIT | 3THKETKY.
B [IBX/antomunueBblit 61ucTep. ITo 10 amnyn ¢ MHCTpYKLMeH Mo
[To 1 6nucTepy B MauKy KapTOHHYIO. | TNPUMEHEHUIO MOMEIAI0T
B [IBX/amomMuHueBbIi OIUCTED.
ITo 1 6yucTepy B IaUKy KapTOHHYIO;
s CTauuMoHapoB: mno 2, 3, 5
GJIMCTEPOB B NaYKy 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 3aumiesHom
XpaneHnue OT CBETa MeCTe NpH TemInepaType He Bbile 25 °C. He 3amopaxuBath.
16 Shelf-life / Cpox rognoctu 3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akuaroyenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 31.03.2023

Jlara: 31.03.2023

IMoaroroeneno: Ankaj Verma IMposepeno: Nargsh Kumar | Onobpeno: Menemixepl/ Pykogoaure/ib
4)// (i Abhishek Chauhan E\
¢ - t/ !

Reprint Date / Reprint Date / Reprint Date /

Jara : 31.03.2023
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