Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIU3A

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

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

Product:/  Kaetorol (Ketorolac) solution for intravenous and intramuscul AFHTEE S, ° 30 The/ml

Tlpoaykr: Ketopon” (keroposak) pacTsop /s BHYTPUBEHHOTO ¥ BHYTPHMBILICHHOrO BBEACHHA, 30 mr/mn
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepus Ne O06Bbem cepiH 209090 amnyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHanuTHYeckHii oTyeT Ne JiaTa anaam3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTa mpoH3BoJACTBA T'ogen g0

Analysis performed according ND / Anann3 nposesen no H/I: JI1-001365-170222

Page1of4/Crp.1u34

IMpospa4Hslii 6ecLBETHBIN PACTBOP.

1;."0 Test / Iloka3aTeanb Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pa4Hblii OGecUBETHLIA WIH
CBETJIO-KENTHIH pacTBop.

2 Identification /
IMogaunHOCTH

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
yIEPXKUBAHHS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMmme UCIIBITYEMOT O
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIAEPKUBAHUSA OCHOBHBIX IKKOB HA
XpOMaTorpaMMe CTaHAapTHOTO
pacTBOpa KETOpoJiaka TpOMeTaMUHA
u HaIpOKCEeHa (pazmen
«KoIM4ecTBEHHOE OMPEICIEHHUE)

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
yIepKUBAHUS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpamMMe UCTIBITYEMOTO
pactBOpa [OMKHB COOTBETCTBOBATH
BpEMEHAM YICPXUBAHHS OCHOBHBIX
MHKOB Ha XpoMaTorpaMmme
CTaHAApTHOIO PacTBOpa KETOpOo/aKa
TpOMETaMKMHA M HaNpoKceHa (pasmesn
«Konn4uecTBeHHOE OTpeeIeHUE)

3 Clarity / IIpo3paunoctsb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJIKHA NIPERbIIIATh
oManecleHIHIo ITaIOHa CpaBHeHus L.

4 Color / liBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy JUIMHE BOJIHbI
430 =M.

5 pH 7.31 From 6.9t07.9./0t1 6,9 00 7,9.

Remarks : The Product confirms to ND/

TITpumeuanue: [TponykT cooTsercrsyer Tpedosanusm HJI

Conclusion : APPROVED /
3axkmiouenne: OJJIOBPEHO

Prepared by /
Iloarororneno: Ankit

Checked by /
IMporepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pyrosoauren
Pavan Kumar Sharma ==
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A
Reprint Date /

Hata: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vitl. Khol, Nalagarh Road, Baddi,

CEPTHOHUKAT AHAJTM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul#Minjeciioays 30thg/ml

Ipogykr: Keropon" (keTopoinak) pacTBop U1 BHYTPHBEHHOIO W BHYTPAMBIIICHHOTO BBCACHNA, 30 mr/mn
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepus Ne Oo6Bem cepun 209090 ammyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHAMUTHYECKHI oTyeT Ne Jara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTta npou3BOACTBA T'onen go

Analysis performed according ND / Ananus nmposejies no HJ: JIT1-001365-170222

Page 2 of 4/ C1p. 2 u3 4

6 Particulate matter / MexaHHYeCKHe BKJIIOUYEHHUHA
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BuanuMble YaCTHLbI B cooTBeTCTBUH C TpeOOBAHUAMY.
6B Invisible particles /
HeBuauMbie YaCTHLIbI:
i. Particles > 10 pm/ 61 not more than 6000 per ampoule /
YacTul pazmepom > He Gosiee 6000 Ha amnyny;
10 MKkM
ii. particles> 25 um/ 09 not more than 600 per ampoule /
4acTUL Pa3MEPOM > He Gosiee 600 Ha amnyay.
25 MKM
7 Related substances / PoacTBeHHbIe IPUMECH
Impurity A / [IpumMecs A 0.16 % not more than 0.20% / He Gonee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6uapyxeia ot more than 0.50 % / He Goree |
0,50 %;
- Less than LOQ (LOQ = 0.033 %) / Hike
Impurity C / Ilpumecs C ApElieNia KOTHUECTBEHHONO ONPEIETCHUS not more than 0.50 % / He OGonee
(ITKO = 0.033 %) 0,50 %;
Impurity D / IIpumecs D Less than LOQ (LOQ = 0.047 %) / Hinke not more than 0.20 % / He Oonee
mpenena KONUYCCTBEHHOTO ONpeNeNeHus 0,20 %.
(IMKO = 0.047 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
ExuHu4HAS HERIEHTHPUIN- 0.07 % 0,20 %.
poBaHHas MPUMECh
Total impurities / Cymma 0.23 % Not more than 1.50 % / He Gonee
npuMecer 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HsBiekaeMblii 06beM He meree HomuHanbHOTo (1,0 M)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpogykT cooTseTcTByeT TpeboBanusm HJL Baxuouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ankit IMpoeepeno: Himesh Kumar Opo6peno: Menemxkep / PykoBoauTteb
— Pavan Kumar Sharma & l.‘ S ; —
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2022 Jara: 30.04.2022 Jara: 30.04.2022

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
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Dr.Reddy’s ";‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul 4P EEERS1S 30 fhg/ml
IIpoayxT: Kertopon™ (keToponiak) pacTBOp Al BHYTPHECHHOTO U BHYTPHMbILLICUHOIO BBE/CHHA, 30 mr/mn
Batch No / : V220289 Batch Quantity / : 209090ampules /
Cepus Ne O0nem cepuH 209090 amnyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHanuTHyecknil oTuer Ne Jlara ananusa
Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025
JlaTa npoH3BOACTBA T'ogen go
Analysis performed according ND / Ananns nposeaen mo HJL: JIT1-001365-170222
Page 3 of 4/ Crp.3u3 4
9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepuajbHbie <=0.725 EQ/mMr tromethamine. / He Gomnee 5,8 E3/mr
IHAOTOKCHHbI KETOpOJiaKa TpOMETaMHHa.
10 Sterility (every 15th batch) / Complies / CtepuneH Must be sterile. / JlomkeH OBHITh

CTepHJILHOCTD (AN KaxA0# CTEpWIBHBIM.
15-oii cepun)
11 Assay / KonnyecTBennoe 29.67mg / 29.67mr From 27.0mg to 33.0mg of
onpeaeneHue C15H13NO3- C4H 1 1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
oo 33,0 MI' C15H13NO3' C4H11NO3
(keToponiaka TpOMETaMHH) B 1 MIL.
12 Alcohol content / ITaHon 11.53% From 10.60 % to 12.60 %. /

Or 10,60 % 1o 12,60 %.

Remarks : The Product confirms to ND/

IMpnmeuanne: Mpoaykr coorserctayet TpeGosarism HI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoaroTtorneHo: Ankit

Checked by /
I[Mposepeno: Himesh Kumar
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A

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresb

Pavan Kumar Sharma {F_.--_ o
—

A?
(&
Reprint Date /

Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

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: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.

Qe
L/ °@® Formulation Unit-6
Dr’ Reddy s q-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS (i1t 5o1an, H.P, 173 205, INDIA
CEPTUOMKAT AHAJTH3A 1. 191 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscul¥M#;EB6HYS 90 he/ml

IIpoaykr: Ketopon® (keToponak) pactBop Miss BHyTPUBEHHOTO H BHYTPHUMBIIIEYHOr0 BBEACHHS, 30 Mr/min
Batch No / 1 V220289 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 amnyn
Analytical Report No / : 890001589280 Date of Analysis / : 30.04.2022
AHanuTndyeckHil oTyeT No Jlara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2025

JlaTa nmpon3BoacTBa I'ozen mo

Analysis performed according ND / Anajn3 nposegen mo HJI: JIN1-001365-170222

Page 4 of 4/ Crp. 4 n3 4
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
IMlo 1 wMn B amnynsl w©3 | inacarton pack./

CBETO3AIMTHOTO crekna | [To 1 wMn B ammynsl  H3

xopuyHeBoro kyacca I (USP). B | cBeTO3amUTHOIO CTEKJIA KOPMYHEBOTO
BepXHell 4acTH aMIlyjibl HAaHECeHBl | WIH  TEMHO-KODHYHEBOTO  IIBETA
KOJNBLO W Touka mis padnoMa. Ha | xmacca I (USP). B Bepxmel yactu

amITyNly HaKJIeHBalOT STUKETKY. aMITyJIsl HaHECEHBI KOJNBLO M TOYKa
[To 10 ammyn ¢ wHCTpyKuMed mo | s pasnoma. Ha amnyny HakneuBaioT
MPUMEHEHAIO MOMELIAT | 3THUKETKY.

B [IBX/amomunueBbii 61ucTep. [To 10 ammyn c HHCTpYKLMEH IO
I[To 1 6nuctepy B navyky KapTOHHYIO. | NPHMEHEHHUIO MIOMEIIAIOT

B [IBX/amoMunueBbiii 61mctep.

ITo 1 6iucTepy B MauKy KapTOHHYIO;
IUIs  cTalWoHapoB: mo 2, 3, 5
651MCcTepOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka According to ND / B cootsetctBuu ¢ HJI,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuieHHoM
XpaHeHue OT CBETa MeCTe rpu Temneparype He Boime 25 °C. He 3aMopaXuBarts.

16 Shelf-life / Cpok roanoctu 3 years. / 3 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [ponykT cootBeTcTBYeT Tpebopanusam HJL 3axmiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankit ITposepeno: Himesh Kumar Opnobpeno: Menemxep / PyKbBonuTenb

A* Q&—/—; Pavan Kumar Sharma u,u? - =
77— S

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2022 Hara: 30.04.2022 MHara: 30.04.2022

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: L85195AP1984PLC004507
www.drreddys.com



