D R dd , .... Dr. Reddy's Laboratories Ltd.
e Formulation Unit-6
r. y S .. Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOUKAT AHAJTHM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposnak) pacTBop [l BHYTPUBEHHOTO ¥ BHYTPHMBILICHHOTO BBEICHMA, 30 Mr/man
Batch No / : V230131 Batch Quantity / : 272727ampules /
Cepust Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001647015 Date of Analysis / : 22.02.2023
Ananurayeckuii orueT No Hara apanusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jlara npousBoAcTBA T'ogen o
Analysis performed according ND / Anajaus npose/ien no HJL;: JIT1-001365-170222
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i:: Test / ITokazaTenn Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

[MTpo3paunklii ceemo-KenThlit | / IlpospauHblif OGecUBETHBIM WK
pacTBop. CBETHO-KENTBI! PacTBOP.

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

IMoauHHOCTD 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
yIIepKUBaHHUS OCHOBHBIX IMKOB Ha | YNEPXWBAHUS OCHOBHBIX IMKOB Ha
XpoMarorpamme HCTILITYEMOTO | XpOMaTorpamMme UCTILITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM | pacTBOpa JOJDKHBI COOTBETCTBOBATH
yIepKHBaHHUS OCHOBHBIX [IHKOB HA | BPEMEHaM YIEPXHBaHHMi OCHOBHBIX
XpoMaTorpamMmme CTaHJApPTHOTO | IIHKOB Ha XpoMaTorpaMme
pacTBOpa KeToposiaka TPOMETaMMHa | CTaHIapTHOTO pacTBOpa KeToponaka
u HanpoKceHa (pa3men | TpomeTamMHHa M HanpokceHa (pasnen
«Konn4ecTBeHHOE ONpeeTIEHIE») «KOJIH4ECTBEHHOE OTIPEICACHHEN)

3 Clarity / Ilpo3pa4yHocTh Complies / CooTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHus
npenapara He J0JDKHA NPEBBIIIATh
OMaJeCLIEHIIMIO 3TalloHa CpaBHeHus: L.

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

He 6onee 0,20 mpu JUIHHE BOJHBL
430 umMm.

5 pH 7.25 From 6.9 t07.9./ 0t 6,9 10 7,9.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Tpumeyanye: [IpOAYKT COOTBETCTBYET TpeOOBAHIAM HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Shivani,Devi TIposepeno: Pardeep Kumar | Ono6pero: Menemxkep / PykoBoaUTEND

T £ Amit Kumar (S‘wh\?
Reprint Date / Reprint Date / Reprint Date /
JHara: 22.02.2023 Mara: 22.02.2023 Jara : 22.02.2023

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
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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

CEPTUPUKAT AHAJTA3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (xkeToposiak) pacTBOp Ul BHYTPUBEHHOTO M BHYTPUMBILIEUHOrO BBeIeHUd, 30 Mr/mn
Batch No / : V230131 Batch Quantity / : 272727ampules /
Cepun Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001647015 Date of Analysis / : 22.02.2023
AHaJuTHYECKHH oTyeT Ne Jara ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npon3BOACTBA T'onen oo
Analysis performed according ND / Anaau3s nposegen mo HJI: JI1-001365-170222
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6 Particulate matter / MexaHu4yecKkue BKJIIOYEHHSA
6A Visible particles / Complies / CoOOTBETCTBYET Should correspond to requirements. /
BuayMbie YacTHIIB] B COOTBETCTBUU C TpeOOBAHUAMMU.
6B Invisible particles /
HeBUAUMBIE YACTHLIBI:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
Yactun pasMepoMm > He Gonee 6000 Ha amnyny;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUIl pasMepoM > He 6onee 600 Ha amITyIy.
25 MKM
7 Related substances / PoacTBenHble HPHMeECH
Impurity A / Ilpumecs A 0.14% not more than 0.20 % / He Oomee
0,20 %;
Impurity B / Tlpumecs B not more than 0.50 % / He Oonee
Not detected / He obnapy»ena 0.50 %:
Impurity C / [Tpumecs C Less than LOQ (LOQ = 0.033 %) / Huxe not more than 0.50 % / He 6onee
Npeacna KON4YCCTBEHHOIO onpeacneHus 0 50 (y .
(TIKO = 0.033 %) Y 70,
Impurity D / [Tpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / He 6onee
[Iuaw upuacna obnuapyactma (ITO — 0.014 9¢) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHyyHas HeHAEHTUDHIIN- Less than LOQ (LOQ = 0.050 %) / Hivke 0,20 %.
pOBaHHaS{ HpI/IMGCB npeacna KONHYECTBEHHOTO onpeaeneHusa
(ITIKO = 0.050 %)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /

[Mpumeuanue: [Ipoxykr coorBeTcTBYET TpeboBanuam H/L

3axmrouenne: OJIOBPEHO

Prepared by /
Ionrorosneno: Shivani Devi

vl

Checked by /
ITposepeno: Pardeep Kumar

=g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosonuTtesnb

Amit Kumar N
e

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date /
Hara : 22.02.2023
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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 AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Keropon" (keroponak) pacTeop A1 BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOTO BBCAEHHA, 30 Mr/mi
Batch No / 1 V230131 Batch Quantity / : 272727ampules /
Cepnst Ne O6bem cepuu 272727 amnyin
Analytical Report No / : 890001647015 Date of Analysis / : 22.02.2023
Ananuruyeckuii oryer Ne Jara ananuza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
aTa NPON3IBOACTBA Iogen no
Analysis performed according ND / Ananus nposenen no HJL: JI1-001365-170222
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Total impurities / Cymma 0.14% Not more than 1.50 % / He ©onee
npuMecei 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HspiekaeMblii 00beM He menee HomuHanbHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnajbHble <=0.725 EB/Mr tromethamine. / He 6Gonee 5,8 ED/mr
3HIOTOKCUHBI KETOpOJiaKa TPOMETAMHUHA.

10 Sterility (every 15th batch) / Must be sterile. / JlomkeH ObITb
CrepniibHOCTE (A7 KaXIO0MH NA CTEpWIbLHBIM.
15-0ii cepun)

11 Assay / KonimyecTBeHHoOe 30.46 mg / 30.46 mr From 27.0mg to 33.0mg of

onpeaejJeHHe CisH3NO3-C4H1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pife] 33,0 Mr C15H13NO3‘C4H11NO3
(keToposiaka TPOMETaMUH) B 1 ML
12 Alcohol content / ITaHon From 10.60 % to 12.60 %. /
11.75 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

Ipumeuanue: IIposyKT cooTBeTcTBYeET TpeboBannim HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarortorneno: Shivani Devi

AT

Checked by /
[Mpoeepeno: Pardeep Kumar

[

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens

Amit Kumar ~ \—
p{“/

Reprint Date /
Jara: 22.02.2023

Reprint Date /
Hata: 22.02.2023

Reprint Date / )
Jlara : 22.02.2023
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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
CEPTU®HUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp uid BHYTPHBEHHOIO X BHYTPHMBIIIEYHOIO BBEACHHA, 30 mr/mn
Batch No / : V230131 Batch Quantity / : 272727ampules /
Cepus Ne OoBbem cepuu 272727 amnyn
Analytical Report No / : 890001647015 Date of Analysis / : 22.02.2023
AnaauTHueckuii oTdeT Ne Jarta anajusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JaTta npoH3BojacTBA I'open g0
Analysis performed according ND / Ananus nposegen no HJI: JI[1-001365-170222
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13 Packaging / YnakoBxa 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 cut ring 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
lo 1 wm1n 8 awmmynsl - u3 | ina carton pack./
CBETO3AlIUTHOIO crtexia | [Jo 1  ™MI B aMnyiasl U3
xopuudeBoro xmacca I (USP). B | cBETO3AIUTHOIO CTEKJIA KOPUYHEBOIO
BEpXHell yacTH amITylbl HaHEeCeHbl | WM  TEMHO-KODHYHEBOTO  LBETa
KONBUO M Touka jia pasnoma. Ha | kmacca I (USP). B BepxHe#t wacTu
aMITyJly HaKIeUBAIOT STUKETKY. aMIyJbl HaHECEHbl KONbLO M TOYKa
Ilo 10 ammyn ¢ mHCipyKuuel mo | mis pasnoma. Ha ammyny Hak/ieuBatoT
TIPUMEHEHHIO NOMELIAIOT | 3THKETKY.
B IIBX/anoMUHHERBIH OIHCTED. [To 10 aMmyn ¢ HMHCTPYKLHMEH o
ITo 1 6nucTepy B Nayky KapTOHHYIO. | TPUMEHEHHIO MOMELIaoT
B [IBX/anmomMuHueBslii 6nucTep.
ITo 1 6nuctepy B a4ky KapTOHHYIO;
i crauModapos: mo 2, 3, 5
6IUCTEPOB B NAYKy KapTOHHYIO.

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

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

Xpanenue OT cREeTa MECTe NpH Temneparype He Bbime 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rogaoctu 3 years. / 3 roga.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykt cootBercTByetr TpeboBanusm H/JI

Conclusion: APPROVED /
Sakmouenne: QNOBPEHO

Prepared by /
TMoarorosieHo: Shivani Devi

M

Checked by /
ITposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Opobpeno: Menemxkep / Pykopoaurens
Amit Kumar .

\\‘"‘

s

Reprint Date /
Ilata: 22.02.2023

Reprint Date /
Hara: 22.02.2023

Reprint Date / -
Hara : 22.02.2023
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