Dr.Reddy’s ":’

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,.

CERTIFICATE OF ANALYSIS 044 solan, H.P, 173 205, INDIA

CEPTUOUKAT AHATU3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul YWY SERARYSeP R g/ml

Ipoaykr: Ketopon®™ (keToponak) pacTBOp Ajis BHYTPHBEHHOIO W BHYTPHMbILIEYHOrO BBeACHHS, 30 Mr/ma
Batch No / : V210934 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepiin 2,09,090 amnya
Analytical Report No / : 890001548669 Date of Analysis / : 29.09.2021
AdanuTHdeckuii oryer Ne JlaTa anann3za

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

Jara npou3BoacTBa T'onen o

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Pagel of4/Crp. 1 u3 4

1;.:) Test / [TokazaTenn Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. ! | Clear, colorless to pale yellow
[Tpo3pauHsblit, OecLIBETHBIN pacTBOP. solution. / ITpo3paunsiil, 6eCLBETHBIN

WM CBETHO-XKEJIThIH PacTBOP.

2 Identification /
IMoagnuAHOCTL

chromatogram of
tromethamine and

XpoMaTorpaMme

The retention times of the main | The retention times of the main peaks
peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the

ketorolac | chromatogram of ketorolac
naproxen | tromethamine and naproxen reference

reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena ynepxuBaHusi | BpemeHa yOepKHBaHUS OCHOBHBIX

OCHOBHBIX IMUKOB Ha IMUKOB Ha XpoMmaTorpamMmme
XpoMaTtorpaMmme HCTIBITYEMOI'O HUCTIBITYEMOTI'O pacTtBopa JOJXKHBI
pacTBOpa COOTBETCTBYIOT BpEMEHAM COOTBCTCTBOBATH BpEMEHaAM

YACPKHUBAHUA OCHOBHBLIX ITHKOB Ha YACpXHBAaHUA OCHOBHBIX ITHKOB Ha

pacTBopa | XpoMaTOIpamMmMe pacTBOpa

CTaH[APTHLIX 00pa3ioB KeToponaka | CTAHAApPTHBIX 00pas3loB KETOpOIaKa
TPOMETaMHHA U HallpoKceHa (pa3iea | TPOMeTaMHHA M HalpokceHa (paszern
«KonuyecTBeHHOE ONpeNieNIeHHe») «KOIMIeCTBEHHOE ONPEAENIEHHE)

3 Clarity / Ilpo3pa4yHOCTb

Complies / CooTBeTCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension 1. / OnanecueHnus:
Tnpernapara He JOJDKHA NPEBbIIIATh
OTIAJIECLIEHIIMIO ITaJiOHa CpaBHEHUA 1.

4 Color / IIBeTHOCTB 0.040 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 1npu 1UiMHE BOJIHBI
430 HM

5 pH 7.33 Between 6.9 and 7.9/6,9—-7,9

Remarks : The Product confirms to ND/
Ipumeuanue: IpoaykT coorBeTcTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Jara: 29.09.2021

Jara: 29.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Ankaj Verma Iposepeno: Himesh Kumar | Onobpeno: Menemiep / Pykosoaures

& — = Kusum Lata N\ ez
Reprint Date / Print Date / Print Date /

Jara: 29.09.2021

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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Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS it ojan, H.P, 173 205, INDIA

CEPTUHDHKAT AHAJTM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul #WYHRARYSPRAg/ml

Ipoaykr: Keropon” (keropo/iak) pacTBOp il BHYTPHBEHHOO U BHYTPUMBILIEUHOrO BBCACHUA, 30 mr/mn
Batch No / : V210934 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09.090 amriyn
Analytical Report No / : 890001548669 Date of Analysis / : 29.09.2021
AnanuTrueckuii oruer Ne JlaTa aHaau3a

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JlaTta npou3BOACTBA T'ogen go

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-23111 8 (amend Ne 1 from
14.01.2020 /uzm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanudeckue BK/INOYEHHs
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
Buaumble 1acTHLIBI B co0TBETCTBUH C TpEOOBAHUAMM
6B Invisible particles /
Hepuaumple 4aCTHLIBL:
i. Particles > 10 pm/ 35 Not more than 6000 per ampoule /
YacTuilbl pa3sMepoMm > He 6onee 6000 Ha aMityny;
10 Mxm
ii. Particles > 25 pm/ 2 Not more than 600 per ampoule /
YacTULbl pa3sMepoM > He 6onee 600 Ha ammmyiy.
25 MKM
7 Related substances / PogcTBeHHbI€ MpUMeECH
Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumece B BDL (Disregard area 1775) Not more than 0.50 % / He Gonee
0,50 %
Impurity C / pumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
' 0,50 %
Impurity D / [Tpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1775) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EauHpuHAs HeMAeHTUPUIH- 0.06% 0,20 %
pOBaHHas IPUMECD
Total impurities / CymmMa 0.27% Not more than 1.50 % / He Gonee
npumecei 1,50 %

Remarks : The Product confirms to ND/
IMpumeyanue: [Tpoaykr coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankaj Verma

)

Checked by /
ITporepeno:

Himesh Kumar

i

~

Approved by: Manager/Executive /
Omo6peno: Menemxep / PykoBoanuTenb
Kusum Lata ’_B(/LQ‘_C  f—

Reprint Date /
Jara: 29.09.2021

Print Date /

Jara: 29.09.2021

Print Date /
Jara: 29.09.2021
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawwyedtiedsy30amg/ml

Ipoayxr: Ketopon" (keToponak) pacTBop s BHYTPMBEHHOTO W BHYTPHMbILIEYHOTO BEEICHNSA, 30 Mr/mA
Batch No / 1 V210934 Batch Quantity / : 2,09,090 ampules /
Cepun Ne O6bem cepiu 2,09.090 amnyn
Analytical Report No / : 890001548669 Date of Analysis / : 29.09.2021
AHaauTH4eckuii oTuer Ne JlaTa aHau3a

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
Jlata npon3BoACTBA Topen 10

Analysis performed according ND / Ananns nposexen mo HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /n3m.Ne 2 ot 24.08.2020)

Page3 of 4/ Ctp.3u3 4

8 Extractable volume /
UsBaexkaemMblii 00beM

1.1ml/ 1.1 Mn

Not less than label claim (1.0 mL) /
He MeHee HomuHansHoro (1,0 M)

9 Bacterial endotoxins /
BaxTepuajibHbIE
IHAOTOKCHHDI

<=0.725EU/mg /
<=0.725E3/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 ED/Mr
KETOpOJIaka TPOMeTaMUHa

10 Sterility / CTepuabHOCTL

Complies / Crepunex

Should be sterile / Ctepunen

11 Assay / KonunuecTBeHHOe onpeaeenne

a) Ketorolac tromethamine /
Keroponaka TpoMeTaMHH

29.39 mg /29.39 mMr

From 27.0mg to 33.0mg of
C15sH13NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
a0 33,0 MI C15H13NO3‘C4H11NO3
(keTopoJiaka TPOMETaMKH) B 1 M1

b) Sodium chloride / Hatpus 4.32 mg/mL / 4.32 mMr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPUI Ot 4,2 Mr/™Ma 10 4,5 Mr/mMa
12 Alcohol content / ITaHon 11.08 % Between 10.60 % and 12.60 % /

Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[pumeuanne: [TpoaykT cooTseTcTByeT TpeboBanusm HII

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Ioarorosneno: Ankaj Verma

£

Checked by /
[Tpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoaurens

== Kusum Lata

~

Reprint Date /
Hara: 29.09.2021

Print Date /
Jara: 29.09.2021

Print Date /
JHata: 29.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Email: mal@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

ERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUDPHUKAT AHAJIA3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculavwnjedtieddy3Gomg/ml

Ipoaykr: Ketopon" (KeToponak) pacTBop /Ulsi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/mi
Batch No / : V210934 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0bem cepun 2.09.090 amrtyn
Analytical Report No / : 890001548669 Date of Analysis / : 29.09.2021

AnaauTuyeckuii oryet Ne

Jlara ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024

JlaTa npon3BOACTBA

Iogen go

Analysis performed according ND / Ananus nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from

14.01.2020 /usm.Ne 1 ot 14.01.2020, am

end Neo 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page4 of 4/ Crp. 4134

13 Packaging / YnakoBka

1 mL in class I amber glass ampoules | 1 mL in class I amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is | upper part of ampoule. A label is

attached to ampoule. attached to 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
m in a carton pack.

Io 1 Mn B aMIyisl W3 TEMHOTO
crexna xiuacca I (USP). B sepxueit | Ilo 1 mn B aMmImysibl W3 TEMHOTO CTEKTIA
4acTH aMIIyNbl HaHeceHwl Koipuo u | kmacca I (USP). B BepxHeH 4YacTh
Touka Ins pasioma. Ha ammyny | amimy/bl HaHECEHBI KOJBLUO M TOYKa

HaKJIEMBAIOT STHKETKY. anst pasnoma. Ha aMmyiny HaKJI€UBaroT
IIo 10 aMmyn ¢ HMHCTPYKLIMEH MO | 3THUKETKY.

MPUMEHEHHIO nomemaoT | ITo 10 ammyn ¢ MHCTPYKLMEH 110
B [IBX/amIOMUHUEBBIH OIUCTED. TIPUMEHEHUIO NOMELAT

ITo 1 6nucTepy B nauky kaptouHyto. | B IIBX/amomunuesbiit OaucTep.

ITo 1 6nuctepy B Mauky KapTOHHYIO,
Q1 craldoHapoe: mo 2, 3, 5
GNUCTEPOB B MAYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTsuu ¢ HJIL.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3auiyieHHOM
OT CBETa MeCTe IIpH TeMieparype He Boime 25 °C. He 3amMopaXuBaTth.

16 Shelf-life / Cpok rogHocTu

3 years / 3 roza.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJI 3axmouenne: OJIOGPEHO

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

INoarororaeHo: Ankaj Verma ITposepeno: Himesh Kumar | Onobpeno: Menenzep / PykoBoaurennb
ﬁ"/ C‘_J/—-"‘—‘ Kusum Lata ‘A;& -

Reprint Date / Print Date / Print Date /

Hara: 29.09.2021 Hara: 29.09.2021 Hara: 29.09.2021
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CIN: L85195AP1984PLC004507
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