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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

CEPTU®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykrT: Keropon" (keToponak) pacTBOp Ajisl BHYTPUBEHHOTO H BHYTPUMBILIEUHOTO BBEAEHHMS, 30 Mr/mil
Batch No / : V211107 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6vem cepun 2,09,090 amnyn
Analytical Report No / : 890001552018 Date of Analysis / : 20.10.2021
ABanuruueckuii oruer No JaTa anaanza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npou3BoAcTBA T'oaen no
Analysis performed according ND / Ananuz nposeaen mo HJI: JIT1-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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[Tpo3paunsiii, GecuUBETHBII pacTBOP.

1;.3 Test / [TokazaTesab Results / PesyabTaTtsl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear, colorless to pale yellow

solution. / IIpo3pauHslii, OeclBeTHbBI
WJIH CBETNIO-KENTHI pacTBop.

2 Identification /
IoanuuHOCTL

chromatogram of
tromethamine and

OCHOBHBIX
XpoMarorpamme

XpoMaTorpamme

«KonuuecTBeHHOE ONpeeneHre)

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
ketorolac
naproxen
reference standards solution (Assay
section) / BpemeHa ynep>KuBaHs
MUKOB Ha

HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIepXXUBaHUA OCHOBHBIX IIHKOB Ha
pacTBopa
CTaHJApPTHBIX 06pa3LOB KeTOpoiaka
TpOMEeTaMMHa U Harpokcera (pa3zaen

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 YAEpKUBaHUS OCHOBHBIX
MHMKOB Ha XpoMaTorpamme
UCTIHITYEMOI0  pacTBOpa  HOJDKHBI
COOTBETCTBOBATH BpEMEHaM
YAEPKUBAHUS OCHOBHBIX ITMKOB Ha
XpOMaTorpaMmme pacTBopa
CTaHIAapTHBIX 06pa3LoB KeTopoJaka
TpOMeTaMHHAa W HanpokceHa (pa3nen
«KonuuecTBeHHOE ONpeAeeHe»)

3 Clarity / IlpozpayHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnaneciieHuus
npenapara He TOJDKHA IPEBBILIATh
OTIANIECIIEHIIHIO 3TAIOHA CpaBHeHMs L.

4 Color / llgeTHocTh 0.039 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 npu aynvHE BOJHEI
430 am

5 pH 7.32 Between 6.9 and 7.9 /6,9 — 7.9

Remarks : The Product confirms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoaroroneno: Pardeep Kumar

.

Checked by /
IIpoepeno: Himesh Kumar

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

Amit Kumar Lk
[5(»/

Reprint Date /
Jara: 20.10.2021

Print Date /
Jlara: 20.10.2021

Print Date /
Hara: 20.10.2021

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

IlponykT: Keropon®™ (keToponak) pacTBop 1/15 BHyTPMBEHHOIO M BHYTPMMBILIEYHOIO BBEACHHUS, 30 Mr/Mi
Batch No / : V211107 Batch Quantity / : 2,09,090 ampules /
Cepus No O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001552018 Date of Analysis / : 20.10.2021
AHannTnyecknii orger Ne Jara ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / . Aug-2024

Jara nponsBoacTea I'ogen g0

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /u3zm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanudyeckue BKJINYEHUA

6A Visible particles /
BuauMele yacTHIBI

Complies / CooTBeTCTBYET

Should correspond to requirements /
B cootBeTcTBUM ¢ TpeGOBaHMAMU

6B Invisible particles /
HesuaumMele yacTHIIBL:

BDL (Disregard area 1713)

Any unspecified impurity /

i. Particles> 10 pm / 42 Not more than 6000 per ampoule /
YacTuue! pamepom > He 6onee 6000 Ha amITyiy;
10 Mmxm
ii. Particles > 25 um/ 1 Not more than 600 per ampoule /
YacTuisl pazMepoM > He 6onee 600 Ha ammyiny.
25 MKM
7 Related substances / PoncTeenHbie npumMecH
Impurity A / ITpumecs A 0.15% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / ITpumecs B Not Detected Not more than 0.50 % / He 6onee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He 6onee
' 0,50 %
Impurity D / [pumecs D Not more than 0.20 % / He 6onee

0,20 %

Not more than 0.20 % / He 6onee

npuMmeceit

EnuHmaHas HeuaeHTUGUIHU- 0.07% 0,20 %
pOBaHHas IPUMECh
Total impurities / Cymma 0.28% Not more than 1.50 % / He 6onee

1,50 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpomykT cooTBeTcTRYET TpeGosanuam HJI

Conclusion : APPROVED /
3axiaouenue: OJJOBPEHO

Prepared by /

<l

ITonrorosneno: Pardeep Kumar

Checked by /
[Tporepeno: Himesh Kumar

——

-

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens

Amit Kumar . e _
[ A ——

Reprint Date /
Jara: 20.10.2021

Print Date /
Hata: 20.10.2021

Print Date /
Hara: 20.10.2021

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

CEPTHOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

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

poaykr: Keropon® (keToponak) pacTBop Ajis BHYTPUBEHHOIO ¥ BHYTPHUMBILIEYHOTO BBEAEHHS, 30 MI/mi1
Batch No / : V211107 Batch Quantity / : 2,09,090 ampules /
Cepust Ne Oo6Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001552018 Date of Analysis / : 20.10.2021
AHaauTHuecknii oruer Ne ' JlaTa anasu3sa

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

JaTa npon3soacrea Tomen no

Analysis performed according ND / Ananu3 nposenen mo HJI: JIT1-001365-231118 (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)
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8 Extractable volume / 1.1 ml/ 1.1 Ma Not less than label claim (1.0 mL) /
H3eiekaemblii 00beM He menee HomuHansHOTO (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725E3/mr tromethamine / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpOJiaKa TPOMETaMIHA

10 Sterility / CtepuibHocTh Complies / Crepunex Should be sterile / Crepuner
11 Assay / KosiuuecTBeHHOe onpesesieHne
a) Ketorolac tromethamine / 30.22 mg/30.22 mr From 270mg to 33.0mg of
KeToponaka TpomeramuH Ci1sH13NO;3- C4H 1 NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
pite) 33,0 Mmr C15H13NO3'C4H]1NO3
(xeToposiaka TpOMeTaMHH) B 1 Mn
b) Sodium chloride / Hatpus 4.36 mg/mL / 4.36 mMr/mi Between 4.2 mg/mL and 4.5 mg/mL /
XJIOpUL Or 4,2 Mr/mMa 10 4,5 Mr/min
12 Alcohol content / ITanon 12.03 % Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to ND/
Ilpumeyanue: IlpoaykT cooTBeTcTBYEeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
INoarororneno: Pardeep Kumar

=

A

Checked by /
[lpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OpnoGpeno: Menemikep / PykoBonurens

Amit Kumar N
R

Reprint Date /
Jara: 20.10.2021

Print Date /
Hara: 20.10.2021

Print Date /
Jara: 20.10.2021

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon" (keToposak) pacTBOp A/t BHYTPUBEHHOIO W BHYTPMMBILIEYHOTO BBeAEHHS, 30 Mr/mi
Batch No / : V211107 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Ob6bem cepun 2,09,090 amiyn
Analytical Report No / : 890001552018 Date of Analysis / : 20.10.2021
AHaJluTHYecKH i oTyeT Ne ' JlaTa ananu3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JaTa npousroacrea Togen no

Analysis performed according ND / Ananu3 npoeeaen mo HJ/I: JITI-001365-231118 (amend Ne 1 from
14.01.2020 /u3m.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3zm.Ne 2 ot 24.08.2020)
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13 Packaging / Ynakoeka 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 | leafletin 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.
IIo 1 MA B aMIynsl U3 TEMHOTO
crexna knacca I (USP). B Bepxneidr | Ilo 1 M B aMIyJiel U3 TEMHOTO CTeKJIa
YacTH aMIlyJibl HaHeceHsl koipllo U | kmacca [ (USP). B BepxHeil wactu
ToYka MU pasnoMa. Ha ammyny | amimyisl HaHECEHBI KONBLO H TOYKa
HaKJICHBAlOT STUKETKY. Juis pasnoma. Ha aMmyny HakJIeuBaroT
ITo 10 ammyn ¢ UHCTPYKUHMEH IO | STHKETKY.
NPUMEHEHHUIO noMemwiatoT | Ilo 10 ammyn ¢ MHCTpykuueil mno
B [IBX/anroMuHueBbI# 6nucTep. NPUMEHEHHIO [IOMELIAOT
ITo 1 6nucTepy B mauky kapToHHyto. | B I[IBX/amoMHHHEBBIN OIHCTED.
ITo 1 6amcTepy B MauKy KapTOHHYIO,
IUld  cTalldOHapoB: Mo 2, 3, 5
6711CTEpOB B MaYKy KapTOHHYIO.

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

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

XpaHeHnue OT CBETA MeCTe NpyU Temneparype He Bolle 25 °C. He 3amopaxxuBats.

16 Shelf-life / Cpok roanoctu 3 years / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by /
IHonrorosneHo: Pardeep Kumar

Checked by /

ITposepeno: Himesh Kumar

=

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

Amit Kumar P\____}//f

Reprint Date /
JHara: 20.10.2021

Print Date /
Jara: 20.10.2021

Print Date /
Hara: 20.10.2021

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
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