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
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com

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

IIpoaykr: Keropon®™ (keToponak) pacTeop A1 BHYTPHBEHHOTO M BHVTPHMBILIEYHOrO BBEACHHA, 30 Mr/mn
Batch No / : V230210 Batch Quantity / : 27272 7ampules /
Cepus Ne Obbem cepun 272727 aminyn
Analytical Report No / : 890001654458 Date of Analysis / : 31.03.2023
AnasiaTHYecKnii oTuyet Ne JlaTa anajan3a

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JaTa npoH3BOACTBA Toaen no

Analysis performed according ND / Anaan3 nposeaen mo HJI: JI1-001365-170222

Page10of4/Crp. 1u34

i? Test / [lokasaTesnnb Results / PesyabTaTe! Specification / Hopma

1 Description / Onucanue Clear, light yellow solution. / | Clear colorless to pale yellow solution.
[Tpo3zpauHbiii cBeTno-xenThlii | / Tlpospaunblii OGecUBETHBIH WK
pacTBop. CBETJIO-XKENTBIH PacTBOP.

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

IMoaauHHOCTH 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
yAEpXUBaHUs OCHOBHBIX MHMKOB Ha | YIEP)KMBAHHMsA OCHOBHBIX IIMKOB Ha
XpOMAaTorpamMmme HCTIBITYEMOTO | XpOMaTorpamMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHaM | pacTBOpa JOJDKHBI COOTBETCTBOBATH
yIEPXKUBAHUS OCHOBHBIX IMKOB HA | BpeMEHaM YAEPXXMBAHWsS OCHOBHBIX
XpoMaTorpamme CTaHJApPTHOrO | ITHKOB Ha XpoMmarorpamme
pacTBOpa KeTopojlaka TpPOMETaMHMHa | CTAaHAapPTHOTO PacTBOpa KeTopoliaka
U HampoKceHa (pasgen | TpoMeTaMHHa M HalpoKCeHa (paszen
«KOJIHMYECTBEHHOE ONPEIETIEHUEN) «KONM4ecTBEHHOE OTIPEEIESHUEY)

3 Clarity / Ilpo3pauyHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
npenapara He JIO/DKHA NPEBBIIIATH
OnanecleHIMIO 3TaJIOHa CpaBHEeHuUA L.

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

He 6onee 0,20 npy JUTMHE BOJIHBL
430 HM.

5 pH 7.42 From 6.9t07.9./0t16,9 5o 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpoaykt cootBeTcTBYET TpeboBanuaM HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrororneHo: Ankaj Verma ITposepeno: Naresh Kumar | Onobpeno: Menemidp / Pykosoautensb

. Abhishek Chauhan
= - 1\__./" H
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2023 Hara: 31.03.2023 Jara : 31.03.2023

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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CEPTHOUKAT AHAJII3A

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
www.drreddys.com

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

1lpoaykr: Keropon' (keroponak) pacTgop /Ui BHYTPUBEHHOTO ¥ BHYTPHMBILIEHHOIO BBENCHHA, 30 mr/mn
Batch No / 1 V230210 Batch Quantity / : 272727ampules /
Cepusn Ne O6bem cepuit 272727 amnyn
Analytical Report No / : 890001654458 Date of Analysis / : 31.03.2023
AHAJMNTHYECKHI oTueT No HMara ananusa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
JlaTa npon3BojacTBa Topen 10

Analysis performed according ND / Ananns nposeaen no HJL: JIT1-001365-170222

Page 2 of 4/ CTp. 2 n3 4

6 Particulate matter / MexaHn4ecKkue BKJIIOYEHHS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Buaymsie 4acTuilbl B cooTBeTCTBAM C TpeOOBAHUAMM.
6B Invisible particles /
HeBuaumble 4aCTULIBL:
i. Particles > 10 um/ 19 not more than 6000 per ampoule /
YacTHi pazMepoM > He Gonee 6000 Ha amnyiy;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL, pa3MepoM > "e Gosiee 600 Ha amITyy.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMeCH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
- . _ | 020%
Impurity B / Ilpumecs B Below Lm;lt of Detection (LOD = not more than 0.50 % / He Gonee
0.014 %) / Huxe npenena 0.50 %:
o6napyxenus (I10 = 0.014 %) ’ o
Impurity C / IIpumecs C not more than 0.50 % / nHe Gonee
Less than LOQ (LOQ = 0.033 %) / 0,50 %;
Hwke npenena KONMYECTBEHHOTO
onpeaenenns (IMTKOQ =0 033 %)
Impurity D / [lpumecs D not more than 0.20 % / He Goiee
Below Limit of Detection (LOD = 0,20 %.
0.014 %) / Huxe npenena
obuapyxenus (TIO = 0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6omnee
ExuHMuHas HeMIeHTUHULIHI- 0.05% 0,20 %.
poBaHHas IPHUMECh

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

TMpumeuanne: [IpoayKT COOTBETCTRYET tpebosanuam HJL 3akmouenne: OJIOBPEHO

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

IoarorosneHo: Ankaj yerma IMpoeepeno: Naresh Kumar Onobpeno: Menemikep)/ Pykosoanrens
ﬁ’ﬁ/ 3 Abhishek Chauban L |

Reprint Date / Reprint Date / Reprint Date /

Jata: 31.03.2023 Hata: 31.03.2023 Jara : 31.03.2023

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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www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoayKT: Ketopon” (keroposnak) pacTeop MJisi BHYTPHBEHHOTO W BHYTPHUMbILIEYHOrO BBE/ICHHA, 30 mr/mn
Batch No / 1 V230210 Batch Quantity / : 272727ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001654458 Date of Analysis / : 31.03.2023
AnaauTHYecKHii oTyeT Ne Jlara ananunsa

Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
Jlara npou3BOACTBA I'oxen o

Analysis performed according ND / Anann3 nposexen no HJL: JI1-001365-170222

Page30f4/Crp.3 u3 4

Total impurities / Cymma 0.25 % Not more than 1.50 % / He Gonee
npumecein 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

HUsBaexaeMblii 00beM

He menee nomusansHoro (1,0 mi)

9 Bacterial endotoxins /
BakrepuanbHsle
HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 EQ/Mr
KeTopoJiaka TpOMeTaMH1Ha.

10 Sterility (every 15th batch) /

Must be sterile. / JlomkxeH ObITh

CTepHibHOCTL (AJI51 KAXKAO0H NA CTEpUIIbHBIM.
15-o0it cepun)
11 Assay / KosinuecTBeHHOE 29.56 mg/29.56 mr From 27.0mg to 33.0mg of
onpeaeeHne C1sH3NO3- C4H 1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
ao 33,0 MI C15H13N03‘C4H11NO3
(keToposiaka TPOMETaMHH) B 1 MIL
12 Alcohol content / DTanon From 10.60 % to 12.60 %. /
11.64 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Tpumeyanue: IIponykr cooTeTcTBYET Tpedosanuam H/T

Conclusion: APPROVED /
3axawyenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ankaj Verma

/

—_—

Checked by /
ITpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
Abhishek Chauhan k_‘

Reprint Date /
Jara: 31.03.2023

Reprint Date /
Jara: 31.03.2023

Reprint Date /
Hara : 31.03.2023

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 €56

CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon" (keToposiak) pacTeop Ui BHYTPHBEHHOLO U BHYTPHMbIILEUHOTO BBEAEHNS, 30 Mr/ma
Batch No / : V230210 Batch Quantity / : 272727ampules /
Cepus Ne O6bem cepun 272727 amnyin
Analytical Report No / : 890001654458 Date of Analysis / : 31.03.2023
AHanuTHYecKHif oTyeT Ne Jata anaiu3a
Date of Manufacture / : Mar.2023 Date of Expiry / : Feb.2026
Jara npou3BoACTBA I'open 1o
Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-170222

Page4 of 4/ Crp. 4u3 4

13 Packaging / Ymakoska 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 amnoyrsl u3 | ina carton pack./
CBETO3aLMTHOTO crekna | I[To 1 wMin B aMoyasl U3
xopuuHeBoro kimacca I (USP). B | cBeTo3aluTHOTO CTEK/Ia KOPUYHEBOTO
BEpXHEW YacTH aMmIylbl HaHECEHbl | WIM  TEMHO-KODHYHEBOrO  LiBETa
KONBIIO W Todyka ans pasnoma. Ha | wracca I (USP). B Bepxueidt uactu
aMITyNy HaKJIEUBAIOT STHKETKY. aMImysibl HaHECEHbl KOJNBLO U TOYKa
[To 10 ammyn ¢ uHCTpyKLMe# no | Juist pasnoma. Ha amimyny HakneuBaioT
IPHUMEHEHUIO NOMEIL@AIT | ITUKETKY.
B [IBX/anroMuHuUEBbI] OnKCTED. [To 10 amMmyn ¢ UHCTpYKLHEH 1o
ITo 1 6icTepy B MAYKy KapTOHHYIO. | MPUMEHEHHUIO MOMELIAIOT
B IIBX/antoMuHueBbIH GnucTep.
ITo 1 6nucTepy B MauKy KapTOHHYIO;
JUls CcTaldoHapoB: mo 2, 3, 5
61MCTEpOB B NMaYKy KapTOHHYI.

14 Labelling / MapkupoBka According to ND / B cooteetctuu ¢ HJI.

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3anuiiueHHOM

XpaHeHue OT CBETa MecTe NpHu TeMmiepatype He Bhille 25 °C. He 3aMopaxuBats.

16 Shelf-life / Cpok roasocrun 3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IMoarorornexo: Ankaj Verma

Checked by /
[Mpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemi
(Mo Abhishek Chauhan

/ PykoBoauTeb

Reprint Date /
Hara: 31.03.2023

Reprint Date /
Jata: 31.03.2023

Reprint Date /
Jara : 31.03.2023

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




