Dr.Reddy’s €%¢

CERTIFICATE O 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

AHaJlUTHYECKHH oTyeT Ne

JlaTa anaansa

CEPTUDUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon™ (keToposiak) pacTBOP /Ulsl BHYTPHBEHHOIO M BHYTPUMbIILEYHOrO BBeACHHMS, 30 MIr/MA
Batch No / : V230172 Batch Quantity / : 272727ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001649576 Date of Analysis / : 07.03.2023

Date of Manufacture /
HarTa npouszBoacTBa

: Feb.2023

T'oxen no

Date of Expiry /

: Jan.2026

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-001365-170222

Page1of4/Crp.1u34

1;.00 Test / ITokazaTennb Results / PesyabraTsl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. /| Clear colorless to pale yellow solution.

[Ipo3payHblii CBETJI0-XKEJITHIH

pacTBop.

/ TlpospauHblii OecLBETHRI UK
CBETIO-XKENThIH PacTBOpP.

2 Identification /
INopIHHHOCTD

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
YAEPXKUBAHHS OCHOBHBIX TIHKOB Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEpXKUBAHKUSI OCHOBHBIX TMHKOB Ha
XpoMaTorpamme CTaHIIAPTHOTO
pacTBOpa KeToponaka TpOMeTaMHHa
u HanpoKceHa (paznen
«KomniyecTBeHHOE onpeaeIeHe»)

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
YAEPXKHUBAHHS OCHOBHBIX JTHKOB Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa [IOMKHBI COOTBETCTBOBATD
BpEMEHAM YAEPKUBAHHUS OCHOBHBIX
ITMKOB Ha XpOMaTorpaMme
CTaHAAPTHOTO PacTBOpa KETOpOJaKa
TpoMeTaMHHa W HanpokceHa (paszen
«KonuuecTBeHHOE OTIpeneneHHE»)

3 Clarity / IIpo3pa4yHoCcTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuns
npenaparta He JOJDKHA MPEBbILIATh
OTaNeCLEHUHIO 3TANTOHA CpaBHEHHS [.

4 Color / IIBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu QdHE BOJHEI
430 aMm.

5 pH 7.41 From 6.9 t0 7.9./ 01 6,9 n0 7.,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: ITponykrt cooTBeTcTBYET TpedopanusM HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

[Toarororneno: Ankit @1
/

Checked by /
ITpoeepeno: Naresh Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menespkep / Pykosoaurens

Kusum Lata &/

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Jara : 07.03.2023

Registered Office: 8-2-337, Road No. 2, Bunjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 258060, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE51954P1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon" (keToponak) pacTBop Ui BHYTPHBEHHOIO M BHYTPUMbILIEHHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V230172 Batch Quantity / 2 272727ampules /
Cepust No O06bem cepun 272727 amnyn
Analytical Report No / : 890001649576 Date of Analysis / : 07.03.2023
ApanuTHyecKuii oTyer Ne JlaTa aHann3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTa npol3BOACTBA Togen no
Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-001365-170222

Page2 of4/Crp.2 n3 4

6 Particulate matter / MexanuuyecKkHue BKJIKYEHHUS

6A Visible particles /
Bupymbie yacTuiib

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH ¢ TPEOOBAHUSAMH.

6B Invisible particles /
HeBuanMble 4acTUIIbI:

Impurity B / ITpumecs B

Impurity C / Ilpnmecs C

Impurity D / [Tpumecs D

Any unspecified impurity /
Enunu4Has HeuaeHTubuuu-
poBaHHas NPUMECh

Huxe

i. Particles > 10 pm/ 15 not more than 6000 per ampoule /
YacTul pazMepom > He 6onee 6000 Ha amnyny;
10 Mmxm

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTULL Pa3MEPOM > He Gonee 600 Ha ammyy.
25 MKM

7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20% / He Oomee

0,20 %;

Not detected / He obnapyxena

not more than 0.50 % / He Oonee
0,50 %;

Less than LOQ (LOQ = 0.033 %) /
npefena KoNu4eCTBEHHOTO
onpeaenenus (ITIKO = 0.033 %)

not more than 0.50 % / He Oonee
0,50 %;

Below Limit of Detection (LOD =
0.014 %) / Hmxe npenena
o6Hapyxenus (110 = 0.014 %)

not more than 0.20 % / He 6onee
0,20 %.

0.06%

Not more than 0.20 % / He Gonee
0.20 %.

Remarks: The Product confirms to ND/

Ilpumedanue: [Tpoaykr coorBercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarororneno: Ankit

/i

Checked by /
[Tposepeno: Naresh Kumar

Approved by: Manager/Executive /

’ Kusum Lata

i
—

OnobpeHo: Me&;g gyKOBOHI/ITCHB

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Hara: 07.03.2023

Reprint Date /
Jlara : 07.03.2023

Registered Criice: 8-2-237, Road Neo. 2, Eanjara Hills, Hyderahad - 500034, Telangaia, India
Tel: 91 40 4900 290¢, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AF1984PLCO0A507
wwry drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A www.drreddys.com

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

TTpogywT Kerapan™ (keTopanar) pacTROD N RHYTPHREHHOTO W RHYTPUMBIIIEYHOTO BRENEHNA, 30 MI/MA
Batch No / : V230172 Batch Quantity / : 272727ampules /
Cepust Ne O6beM cepan 272727 amnyn
Analytical Report No / : 890001649576 Date of Analysis / : 07.03.2023

AHAJTUTHYECKHH oTyeT Ne

Jara ananunsa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026

JlaTa npon3BoacTBa

Tonen oo

Analysis performed according ND / Auanns nposeaen no H/I: JITT-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3Baekaemblit 00bem He menee HomuHanpHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuaiabHble <=0.725 E3/mr tromethamine. / He 6onee 5,8 ED/mr
IHNOTOKCHHBI KETOpOJaKa TpOMEeTaMM1Ha.

10 Sterility (every 15th batch) /

Must be sterile. / JomxeH ObITb

CTepuiabHOCTD (A8 KAKA0H NA CTEPUJIbHbBIM.
15-0#i cepun)
11 Assay / KonudecTBenHoe 29.89 mg /29.89 mr From 27.0mg to 33.0mg of

C)sH13NO3-C4H 1 NOs (ketorolac

omnpeaeseHne
tromethamine) per 1 mL. / Ot 27,0 mr
J0 33,0 Mr C]5H13NO3'C4H|1NO3
(xeToponaka TPOMETaMKH) B 1 MIL.
12 Alcohol content / ITason From 10.60 % to 12.60 %. /

11.57 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

[Tpumedanue: [Ipoaykt cooTBeTCTBYeT TpeboBanuam HIL 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ankit Iposepeno: Naresh Kumar | Onobpeno: Menexkep / PykosoauTess
ﬁ _ Z?;; Kusum Lata Xﬁ?/ﬁ
——
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.03.2023 Jara: 07.03.2023 Jara : 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 0 900 2299, Email: imail@drreddys.com

CIN: L85195A4P1984PLCO04507
wwwedireddys.com




Dr. Reddy's Laboratories Ltd.

Qe
Dr. Reddy,s ‘-... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MponykT: Ketopoi™ (KeToponak) pacTROP Ang RHYTNUREHHOTO U RHYTPUMRITNEHHOrO RREMGHNS, 3 Mr/Mn |
Batch No / 1 V230172 Batch Quantity / 1 272727ampules /
Cepusg Ne O0bem cepuu 272727 amnyn
Analytical Report No / : 890001649576 Date of Analysis / : 07.03.2023
AHanuTuvecKni oTyet No JlaTa anajau3za
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2026
JlaTta mpou3BoacTBa I'ogen xo
Analysis performed according ND / Anaau3s nposegen no HJI: JIT1-001365-170222
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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 n 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
[lo 1 wMn B amnoynsl  u3 | ina carton pack./

CBETO3AILIUTHOTO crekma | [To 1  mMnm B amoynsl U3

kopuuHeBoro knacca I (USP). B CBETO3aLUITHOIO CTEKJIa KOPUYHEBOTO
BEpXHell YacTH aMIyjbl HAaHECeHbl | MIH  TEeMHO-KOPMYHEBOIO  LiBETa
KONBLO M TO4Ka Ans pasnoma. Ha | xjmacca I (USP). B Bepxnel uactn

aMIyny HaKJIEUBAKT 3THKETKY. amMnynbl HaHECEHbl KOJbIO M TOYKA
[To 10 ammyn ¢ uHCTpyKUMeH no | s paznomMa. Ha aMnyny HakleuBaroT
NPUMEHEHHIO NIOMEILAKT | DTHKETKY.

B [IBX/amoMuHueBbIi Gnucrep. Ilo 10 amnyn ¢ MHCTpYKLUEH IO
[To 1 6incTepy B NaYKy KapTOHHYO. | NPHMEHEHUIO MOMELAIOT

B [1BX/antoMuHHEBBIH BaHCTED.

[To 1 6nucTepy B MayKy KapTOHHYIO;
[ crauMoHapoB: mo 2, 3, S
6JIMCTepOB B MAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka According to ND / B cootsercTsuu ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awuniensom
Xpaunenue OT CBETA MeCTe NpH Temnepartype He Bbilie 25 °C. He 3aMopaxxuBarts.

16 Shelf-life / Cpok rogHocTu 3 years. / 3 roza.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Ipumeyanne: [IponykT cooTBeTcTBYeT TpeboBanuam HJI 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit ITpoBepeno: Nargsh Kumar Ono6peno: Menemixep / PykoBoaurens

)= 7 Kusum Lata -

Reprint Date / Reprint Date / Reprint Date /
Hata: 07.03.2023 Jara: 07.03.2023 JHata : 07.03.2023

Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 461 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



