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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUPHUKAT AHAJTU3A Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscula‘fvi'}'ﬁvé‘éﬁgﬁg,y?()ur'r'fg/nﬂ
Iponykr: Ketopon® (keToposak) pacTBOp Ajisl BHYTPUBEHHOIO M BHYTPHMbILIEHHOTO BBeAeH s, 30 Mr/mit
Batch No / : V210930 Batch Quantity / + 2,09,090 ampules /
Cepus Ne Oo6bem cepuu 2,09.090 amnyn
Analytical Report No / : 890001548668 Date of Analysis / : 29.09.2021
AnajguTnuyecknii oryer No JlaTa anajamnsa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2024
JlaTa npou3BoJCTBA T'omen go

Analysis performed according ND / Ananus nposexen no H: JII1-001365-231118 (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)

Page 1 of 4/ Crp. 1 n3 4

1;_? Test / Iloka3zaTesnnb Results / Pe3yabsTaTthl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow
[Tpo3pauHblil, OecLBETHBIN pacTBOP. solution. / [Tpo3pauHblit, 6eCBETHBIH

WIH CBETJIO-XKENThIN pacTBop.

2 Identification /
IloaanHHOCTBL

chromatogram of
tromethamine and

XpomMmaTorpamme

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 ynepxusaHusi | BpeMeHa yIepXHUBaHHS OCHOBHBIX

OCHOBHBIX IMHUKOB Ha IMHKOB Ha XpoMaTtorpamme
XpoMaTtorpaMmme HUCTIBITYEMOTO HCIIBITYEMOTO pacTBOpa JOJIKHBI
pactBopa COOTBETCTBYIOT BpEMCHAM COOTBETCTBOBAThH BpEMEHaAM

YAEpKUBAHUA OCHOBHBIX IMHUKOB Ha YACPXKHBAaHHUA OCHOBHBIX ITHKOB Ha

pacTBopa | XpomMaTorpaMmme pacTBOpa

CTaHOapTHBIX o6pa3u0B KETOpOJIaKa CTaHOapPTHBIX 06pa3u013 KETOopoJIaka
TpOMETaMUHa U HAalIpOKCEHA (pa3z[en TpoOMETaMHHa W HAIIPOKCEHA (pa3)1en
«KonnuyecTseHHOE onpeneneHHe») «KoNM4ueCcTBEHHOE onpenenel-me»)

3 Clarity / IIpospayHocTb

Complies / CoOTBETCTBYET The opalescence of the sample should

not exceed opalescence of reference
suspension I. / OnanecrneHLys
mpernapara He JIOJDKHa NPEBbIATh
ONaneCLUeHIIMIO 3TallOHa cpaBHeHu 1.

4 Color / IIBeTHOCTD 0.041 Abs Not more than 0.20 at 430 nm /
He 60onee 0,20 npy JJIMHE BOJHBI
430 M

5 pH 7.31 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
INpumeuanme: IpoaykT cooTreTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Jlata: 29.09.2021

Hara: 29.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroneno: Ankaj Verma IMposepeno: Himesh Kumar | Ono6peno: Menexep,/ Pykosoauress

K~ ~ = Kusum Lata l:;\éf;/f/
Reprint Date / Print Date / Print Date /

Hara: 29.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4900 290N Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

CEPTHOPHUKAT AHAJTHM3A

Tel : +91 98166 56001-02

Ll
Ll

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular g‘ﬁfé&'i‘f’fﬂs,ﬁﬁ‘f“éhlll

HpoayxT: Ketopon” (KeTOpOaK) pacTBOp JUis BHYTPHBEHHOTO U BHYTPUMBILIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V210930 Batch Quantity / : 2,09,090 ampules /
Cepusn Ne O0neM cepuu 2,09,090 amnyn
Analytical Report No / : 890001548668 Date of Analysis / : 29.09.2021
AHanuTHYecKuil oTueT No Jlara ananamsa

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

JarTa mpoussoacrsa I'ogel 1o

Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-001365-2311 18 (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)

Page2 of4/Crp. 2 n3 4

6 Particulate matter / MexaHu4yecKHe BKJIYECHHA

6A Visible particles /
Bumumble 4acTHLIB!

Complies / COOTBETCTBYET

Should correspond to requirements /
B cooTBeTcTBYH C TpeOOBaHUAMU

6B Invisible particles /
HeByanMble 4aCTULIBL:

i. Particles> 10 pm/ 47 Not more than 6000 per ampoule /
YacTHipl pasMEPOM = He 6onee 6000 na ammyy,
10 MKkM
ii. Particles>25 um/ 2 Not more than 600 per ampoule /
YacTurpl pasMeEpoM > He 6onee 600 Ha aMITyIty.
25 MKM
7 Related substances / PoacTBeHHbIe NpUMecH
Impurity A / Ilpumecs A 0.15% Not more than 0.20 % / He 6oinee
0,20 %
Impurity B / ITpumecs B BDL (Disregard area 1775) Not more than 0.50 % / He 6onee
0,50 %
Impurity C / ITpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0.033%) 0.50 %
Impurity D / IIpumecs D Not more than 0.20% / He 6onee
BDL (Disregard area 1775) 0,20 %
Any unspecified impurity / Not more than 0.20% / He Gonee
EnuupyHas HenaeHTUGHLHU- 0.06% 0,20 %
pOBaHHas IPHMECH
Total impurities / Cymma 0.32% Not more than 1.50% / He 6onee
npumece 1,50 %

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykTt coorsercTayeT Tpebosanusm HJT

Conclusion : APPROVED /
3axiaouenne: OJTOBPEHO

Prepared by / Checked by /

Ioarorosnexo: Ankaj Verma

) e

[Tposepeno: Himesh Kumar

—

Al

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

Kusum Lata %/’

Print Date /
Hara: 29.09.2021

Reprint Date /
Hara: 29.09.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

Tel : 491 98166 56001-02

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscul BRSSP fg/ml

IIpoaykT: Keropon" (keToposak) pacTEOp //isi BHYTPHBEHHOTO ¥ BHYTPHUMBbILLIEYHOTO BBEACHUS, 30 Mr/mn
Batch No / : V210930 Batch Quantity / : 2,09,090 ampules /
Cepua Ne O6bem cepuH 2,09,090 amnyn
Analytical Report No / : 890001548668 Date of Analysis / 1 29.09.2021
AHanuTH4ecKHuii oTyeT Ne JlaTa anaau3a

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

J{aTa mpoH3BOICTBA T'ogen no

Analysis performed according ND / Auanu3 nposenen no HJI: JI[1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page3 of4/Crp.3u3 4

8 Extractable volume / 1.1ml/ 1.1 mn Not less than label claim (1.0 mL) /
H3enekaemMblii 00bem He menee HomunaneHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuajbHbie <=0.725E3/mMr tromethamine / He Gonee 5,8 E3/mMr
3HAOTOKCHHBI KETOpOJiaka TPOMETaMHHa

10 Sterility / CrepuibHOCTB Complies / CTepwieH Should be sterile / Ctepunen

11 Assay / KoinuecTBeHHOE onpeaeienne
a) Ketorolac tromethamine / 29.63 mg /29.63 mr From 270mg to 33.0mg of

Ketoponaka TpoMeTaMHH CisHi3NO3 C4H 1NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
J0 33,0 MI C15H13NO3‘C4H11NO3
(keToposaka TpoMeTaMKH) B 1 mMn

b) Sodium chloride / Harpus 4 .44 mg/mL / 4.44 mMr/Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPUA Ot 4,2 mr/mn 1o 4,5 Mr/mn
12 Alcohol content / ITanon 11.32% Between 10:60 % and 12.60 %/

Or 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanue: ITpogykt cooTBeTcTBYeT Tpebopanusam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

IToarorosneno: Ankaj Verma IMpoeepeno; Himesh Kumar | Omobpeno: Menemxep / Pykosoaurensb
N~ —— Kusum Lata ‘y\}y}/

Reprint Date / Print Date / Print Date /

Jara: 29.09.2021 Jara: 29.09.2021 Jlata: 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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q'!'

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS it ofan, H.P,, 173 205, INDIA

CEPTUOUKAT AHATM3A Tel : +91 98166 56001-02

AHanuTHYEeCKHH oTyeT Ne

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul YR S3®PRg/ml

poayxr: Ketopon" (keToponak) pacTBOp AJ1s BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBEACHNS, 30 MI/mMi
Batch No / : V210930 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bem cepun 2.09,090 amnyn
Analytical Report No / : 890001548668 Date of Analysis / : 29.09.2021

Jara ananusza

Date of Manufacture /
JlaTa npou3BOACTBA

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

T'onen oo

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page 4 of 4/ Crp. 413 4

IToaroroeneno: Ankaj Verma

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.
Ilo 1 Mu B aMmyabl U3 TEMHOTO
crexna xnacca I (USP). B sepxneidt | Ilo 1 mi B aMITyJibl U3 TEMHOI'O CTEKIIA
4acTH amITyJibl HaHeceHbl kombLo M | knacca I (USP). B Bepxueil vactn
Toyka misi paszioma, Ha ammyny | amnyisl HaHECEHBI KONBLO U TOYKA
HaKJIEHBAIOT STUKETKY. st pasnoma. Ha amnyily HaknenBaroT
ITo 10 ammyn ¢ MHCTPYKUHENW IO | 3THKETKY.
TPHMEHEHHUIO noMemaorT | [lo 10 ammyn ¢ MHCTpYKUMEN IO
B [IBX/amoMuHueBslit GucTep. IPUMEHEHHIO [IOMELIAIOT
ITo 1 6nucTepy B Mayky KapToHHyto. | B IIBX/amoMmuHueBbIH GnucTep.
ITo 1 6nucTepy B MauKy KapTOHHYIO;
oI crandoHapos: mo 2, 3, 5
ONIUCTEPOB B TaYKy KapTOHHYIO.
14 Labelling / MapkupoBKa According to ND / B cootercrsun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiienaom
Xpaunenue OT CBETa MecTe IIpH TeMnepartype He Bbilie 25 °C. He 3aMOpaXHBaTh.
16 Shelf-life / Cpox roaHocTu 3 years / 3 rona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumedanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Iposepeno: Himesh Kumar | Onobpeno: Menemsep / PykoBoanTens

(_—;é_/_\ﬁ_‘ Kusum Lata W

Reprint Date /
Jata: 29.09.2021

Print Date / Print Date /
Jata: 29.09.2021 Hata: 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




