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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDtA

CEPTUOUKAT AHAJIU3A Tal : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculal {fetion8Y 36°Mg/ml
IIpoaykr: Keropon" (keToponak) pacTBop juisi BHYTPHBEHHOTO M BHYTPHUMbILIEUHOrO BBEAEHHMS, 30 Mr/mi
Batch No / : V211287 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O61em cepun 2,09,090 amnyn
Analytical Report No / : 890001560885 Date of Analysis / : 07.12.2021
ApanuTH4eckui oTyer Ne Harta ananuza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jara npousBoxcrBa T'oaen g0
Analysis performed according ND / Ananus nposenen mo HJI: JITIT-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page 1 of4/Crp. 1 uz 4

ITpo3pauHslii, OecUBETHBIN pacTBOP.

1;.00 Test / IlokasaTenb Results / PeayabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / ITpo3pauHstii, 6ecLBETHEIH
UITH CBETJIO-XKETTHIH pacTBOp.

2 Identification /
IMogiMHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen
reference standards solution (Assay
section) / BpeMeHa ynepxHBaHUs
OCHOBHBIX MHUKOB Ha
XpoMaTorpamMme HCTIBITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpeMeHam
yIep)KHBaHUS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMmme pacTBopa
CTaHIapTHLIX 06pa3LoB KeTopoJaka
TpOMEeTaMMHa U HanpokceHa (pasen
«KonnuecTBeHHOE Onpe/ieneHue»)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of ketorolac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa ynepkuBaHWsS OCHOBHBIX
MIMKOB Ha XpomaTorpaMme
HCTIBITYEMOT'O ~ pacTBOpa  JOJKHBI
COOTBETCTBOBATH BpeMeHaM
YIEpXKHUBAHHUA OCHOBHBIX TMMKOB Ha
XpoMaTorpamme pactBopa
CTaHAApTHHIX 00pa3lloB KeTopoliaka
TpOMeTaMHHa M HampoKceHa (paszen
«KonnuecTBeHHOE OTIPENETICHHEY)

3 Clarity / Ilpo3paunoctn

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He A0JDKHA NPEBbILUATh
ONAJIECHEHUMIO ITAIOHA CpaBHEH!A .

4 Color / IlBeTHOCTD 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu A11HE BOXHEI
430 um

5 pH 7.26 Between 6.9 and 7.9/6,9 -7,9

Reémarks : The Product confirms to ND/
ITpumeuanue: IIpogykT cooTBeTCcTBYET TpeGoBanuaM HI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToarororneHo: Ankit

M

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemskep / PykoBoaurelib
Pawan Kumar )\]L

Hara: 07.12.2021

Jara: 07.12.2021

'j_ j%.—:---" CEI—T—-
Reprint Date / Print Date / Print Date / !

Hara: 07.12.2021

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
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CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A

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

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

Product : / Ketorol (Ketorolac) solution for intravenous and intramusculd Mijediieisy 30Mg/ml

Ipoaykr: Keropon™ (keToposiak) pactsop Ais BHYTPHBEHHOTO U BHYTPHUMBILIEYHOTO BBEAEHUS, 30 MI/MJl
Batch No / 1 V211287 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O0nem cepnn 2,09,090 amnyn
Analytical Report No / : 890001560885 Date of Analysis / : 07.12.2021
AHanuTHYecKHi oTyeT Ne Jara anannza

Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024

JdaTa npoussojersa logen o

Analysis performed according ND / Ananus nposened no H/I: JITI-001365-231118 (amend Ne 1 from

{14.01 2020 /n3m.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 / Mexannueckue BK/II0YEHHSI
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
Buaumble qacThIbl B cooTBeTcTBUM ¢ TpeGOBAHUAME
6B Invisible particles /
HeBunnumsle yactuup:
i. Particles> 10 um/ 142 Not more than 6000 per ampoule /
YacTuusl pazmMepom > He 6omnee 6000 Ha ammyny;
10 Mmxm
ii. Particles > 25 um/ 7 Not more than 600 per ampoule /
YacTHIb! pasMepom > He 6onee 600 Ha ammyny.
25 MkM
7 Related substances / Poacreennsie npumecu
Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He 6oiee
0,20 %
Impurity B / [lpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C/ INpumecs C Less than LOO (0.033% Not more than 0.50 % / He 6onee
ess than LOQ (0. 0) 0.50 %
Impurity D / TTpumecs D Not more than 0.20% / He 6onee
BDL (Disregard area 1761) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6ouee
Enunuynas HengeHTaduu- 0.05% 0,20 %
poOBaHHas NIPUMECH
Total impurities / Cymma 0.20% Not more than 1.50 % / He 6onee
npuMeceit 1,50 %

Remarks ; The Product confirms to ND/
[1pumeyanne: Tponykt cootseTcTRYET TpeGoBanusam HJI

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

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

IMoarorosneno: Ankit Hpoeepero: Pardeep Kumar | Ono6peno: Menemxep / PykoBoaurens
g Pawan Kumar (

Reprint Date / Print Date / Print Date /

Jlara: 07.12.2021 Hata: 07.12.2021 Hara: 07.12.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




@e
Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

CEPTUDHKAT AHAJIN3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaf'1Hje2f{8ASY369MNg/ml
IMpoaykT: Ketopon" (keToponak) pacTBOp /Ui BHYTPMBEHHOrO M BHYTPHUMBILIEYHOIO BBEAEHHS. 30 Mr/mn
Batch No / : V211287 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6vem cepun 2,09,090 amnyn
Analytical Report No / : 890001560885 Date of Analysis / : 07.12.2021
ApasuTH4ecknii oTyer Ne Jara anamausza
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Jata npounsBoacTea T'onen xo
Analysis performed according ND / Auanus 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)
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8 Extractable volume /
HN3Baexkaemelii 00bem

1.1ml/ 1.1 Mn

Not less than Jabel claim (1.0 mL) /
He menee HomuHansHoro (1,0 MIT)

9 Bacterial endotoxins /
Bbaxrepuanbnbie
3HAOTOKCHHbI

<=0.725EU/mg /
<=0.725E3/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He Gonee 5,8 EQ/Mr
KeTopoJaka TPOMETaMHHA

10 Sterility / CtepuabHocTb

Complies / CrepuiieH

Should be sterile / Crepunen

1 Assay / KosqnuecTBeHHOe onpeaesieHHe

a) Ketorolac tromethamine /
KeTopoiiaka TpOMETaMHH

XJIOPUJL

b) Sodium chloride / Harpus

29.52 mg/29.52 mr

4.33 mg/mL / 4.33 Mr/mMn

From 270mg to 33.0mg of
Ci5H3NOj3 CsH 1 NO3 (ketorolac
tromethamine) per I mL / Ot 27,0 Mr
mo 33,0mr CisHi3sNOs; C4HiiNO;
(xeToposaka TpOMeTaMuH) B 1 Mt

Between 4.2 mg/mL and 4.5 mg/mL /
Or 4,2 mr/Mn 1o 4,5 Mr/Mn

12 Alcohol content / ITanon

11.65%

Between 10.60 % and 12.60 % /
Ot 10,60 % 10 12,60 %

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykT cooTBeTcTRYET Tpebopanuam HJL

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

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

[Moaroroeneno: Ankit IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykoponurtens
P ' Pawan Kumar

Reprint Date / Print Date / Print Date / '

Hara: 07.12.2021 Jara: 07.12.2021 Hara: 07.12.2021

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

CIM: L85195AP1384PLC0O04507
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

CEPTHOWEAT AHATH3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculat {fetiohs ) 36%e/ml
Ipoayxr: Ketopon™ (keToponak) pacTBOp Ajisi BHYTPHBEHHOTO U BHYTPHUMBILIEYHOrO BBeIeHHUs, 30 Mr/mn
Batch No / 1 V211287 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6beM cepnu 2,09,090 amnyn
Analytical Report No / : 890001560885 Date of Analysis / : 07.12.2021
AHaauTHdecknii oryet Ne JlaTa anaamn3a
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
JdaTa npou3BOaETBA T'onen g0
Analysis performed according ND / Ananus nposenen no 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 /u3m.Ne 2 ot 24.08.2020)
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13 Packaging / YnakoBka

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

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack.

m

Ilo 1 M B aMmMmysisl HU3 TEMHOIO
crekna knacca [ (USP). B Bepxueii
YacTH aMITy/ibl HAHECEHBl KOJIbLO M
Touka g pasnoma. Ha amnyny
HAKJICUBAIOT 3TUKETKY.

INlo 10 amMmyn ¢ HHCTpykuue#d mno
TIPUMEHEHHIO NOMELIAI0T
B TIBX/anoMUHHEBDIH ONUCTED.

ITo 1 6nucTepy B nauky KapTOHHYIO.

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

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack.

ITo 1 M2 B aMIyJIbI 13 TEMHOI'O CTEKINA
knacca I (USP). B BepxHeit yactu
amIyJbl HaHEeCEHbl KOJNBLO M TOYKa
Juisi paznioMa. Ha aMIyny HaKJIeMBaroT

3TUKETKY.
ITo 10 amMmyn ¢ HUHCTpYKUUEH IO
MPUMEHEHHUIO NOMELIAIOT

B [IBX/amomMuHMeBBIH GHCTED.

I[To 1 6aucTepy B MaUKy KapTOHHYIO;
U1 cTaupoHapoB: mo 2, 3, 5
6JICTEPOB B NMa4Ky KapTOHHYHO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHsom
OT CBETa MeCTe Ipu TeMmepatype He Beie 25 °C. He 3aMopaxuBarts.

16 Shelf-life / Cpok rognoctu

3 years / 3 roza.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoxykT coorseTcTBYeT Tpebosanuam H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 07.12.2021

Hara: 07.12.2021

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

[Moarotoeneno: Ankit [pogepeno: Pardeep Kumar | Opobpeno: Menemxep / PykoBogurens
Q/ E Pawan Kumar

Reprint Date / Print Date / | Print Date / "

Hara: 07.12.2021

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
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