Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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 intramusculawiiyedricady’Gamg/ml

Hpopykr: Keropon” (keToposiak) pacTeop AJis BHYTPUBEHHOTO ¥ BHYTPHMBILLICUHOIO BECICHHA, 30 mr/mn
Batch No / : V211023 Batch Quantity / : 2,09,090 ampules /
Cepns Ne O0beM cepun 2,09,090 amny
Analytical Report No / : 890001548662 Date of Analysis / : 29.09.2021
Anagurndeckuii order Ne Jara anaiausa

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

Jara npou3BoACTBA T'osen oo

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 or 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Pagelof4/Crp. 1u3 4

1;.: Test / IlokazaTesb Results / Pesyabrathl Specification / Hopma
1 Description / Onncanne Clear colorless solution. / | Clear, colorless to pale yellow
Tpo3pauHblii, 6ecUBETHBIN PacTBOP. solution. / TTpo3pauHblii, 6€CLIBETHBIN
WIK CBETIIO-XENTHII pacTBOp.
2 Identification / The retention times of the main | The retention times of the main peaks
IoanuHHOCTDH 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 ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / Bpemena yiaepxupaHus | BpemeHa yNepKMBAaHMA OCHOBHBIX
OCHOBHBIX TTHKOB Ha | TNHKOB Ha XpoMaTorpaMme
XpOMaTorpamme HCTBITYEMOTO | WCIBITYEMOrO — pacTBOpa  JOJDKHBI
pacTBOpa COOTBETCTBYIOT BPEMEHAM | COOTBETCTBOBATH BpeMeHaM
yIep)KUBaHUA OCHOBHBIX MHKOB Ha | YNEP)KMBAHHMs OCHOBHBIX IMKOB Ha
XpoMaTorpamMmMe pacTBOpa | XpomaTorpamme pacTBOpa
CTaHIAPTHBIX 06Pa3loB KeTOpoliaka | CTaHIAPTHBIX OOpa3LOB KEeTOponaka
TpOMETaMMHa U HanpoKceHa (pasaen | TpOMETaMMHA M HanpokceHa (paznmen
«Konm4ecTBeHHOE ONpeeNIiCHHE) «KonuyecTBeHHOE ONpPEeTIEHHEN)

3 Clarity / Ilpo3payHoCTh Complies / COOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHnus
Ipenapara He JOJDKHA IIPEBbINIATE
OMANECHEHIIMIO ITATOHA CpaBHEH!s .

4 Color / LipeTHOCTHL 0.041 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npy IJIMHE BOJHEI
430 uM
5 pH 7.34 Between 6.9 and 7.9/6,9-7,9

Remarks : The Product confirms to ND/
TTpumeuanue: TlpoaykT cooteTcTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 29.09.2021

Iara: 29.09.2021

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

[onrorornero: Pardeep Kumar | [Tposepeno: Himesh Kumar | Onobpeno: Menemxkep / Pykosoaurens
= Kusum Lata NN e

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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CEPTUDPUKAT AHAJIM3A

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

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

MpopykT: Ketopon® (keToposiak) pacTBOp Ui BHYTPMBEHHOrO ¥ BHYTPMMBbILLICYHOTO BBEACHHS, 30 mr/mn
Batch No / : V211023 Batch Quantity / : 2,09,090 ampules /
Cepuna Ne O0bem cepiiy 2,09,090 ammyn
Analytical Report No / : 890001548662 Date of Analysis / : 29.09.2021
AHanuTnH4yeckuii oryer Ne JlaTa ananusa

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

JlaTa npou3BoACTBA T'ogen 10

Analysis performed according ND / Ananus nposezen no HJL: JIM1-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /u3m.Ne 2 or 24.08.2020)
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6 Particulate matter / MexaHnyecKkue BKJIIOYEHHS

6A Visible particles /
BugyuMbie yacTULBY

Complies / CoOTBETCTBYET

Should correspond to requirements /
B COOTBETCTBMH C TPEOOBAHUAMH

6B Invisible particles /
HeBupyumMble YaCTULIBL:

i. Particles > 10 pm/ 44 Not more than 6000 per ampoule /
YacTulipl pasMepoM > He 6onee 6000 Ha aminyy;
10 MkM
ii. Particles>25 pm/ 2 Not more than 600 per ampoule /
YacTulbl pa3MepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / Poacreennbie npumecu
Impurity A / IIpumecs A 0.15% Not more than 0.20 % / He 6osee
0,20 %
Impurity B / Ilpumecs B BDL (Disregard area 1844) 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 / IIpumecs D Not more than 0.20 % / He Oonee

BDL (Disregard area 1844)

Any unspecified impurity /

0,20 %

Not more than 0.20 % / He 6osee
0,20 %

EnuuiHas HeuAeHTUQUIM- 0.08%

pOBaHHas! IPUMECH

Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npUAMecen 1,50 %

Remarks : The Product confirms to ND/
TTpumeyanue: [IpOYKT COOTBETCTBYET TpeOOBAHUAM HI

Conclusion : APPROVED /
Zakmwoueane: OJOBPEHO

Prepared by /
IMoarortosneno: Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar

= —_

Approved by: Manager/Executive /

Ono6peno: Menemxep,/ PykoBoauTes

Kusum Lata

PETSS

Reprint Date /
Jara: 29.09.2021

Print Date /
Hara: 29.09.2021

Print Date /
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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT 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 intramusculawwijedtieddy30ame/ml

IIpoaykr: Ketopon™ (KeToponak) pacTEOp Al BHYTPUBEHHOIO W BHYTPHUMBILIEYHOrO BBEACHHA, 30 Mr/mut
Batch No / : V211023 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne O6bem cepun 2,09.090 amriyn
Analytical Report No / : 890001548662 Date of Analysis / : 29.09.2021
AHanuTHyecKdil oTyeT No ara ananusa

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

Jara npouzsojacrea TI'ogen go

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-001365-231118 (amend No 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /uzm.Ne 2 ot 24.08.2020)

Page 3 of 4/ Ctp.3 n3 4

8 Extractable volume / 1.1ml/ 1.1 Mmn Not less than label claim (1.0 mL) /
HspaexaeMblii 00bem He menee HomuHanbroro (1,0 M)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
baktepHanbHble <=0.725E3/mr tromethamine / He 6onee 5,8 E3/Mr
IHA0TOKCHHBI KETOpOoJiaKa TpOMETaMHMHA

10 Sterility / CTepuibHOCTB Complies / CtepuieH Should be sterile / Crepunen
11 Assay / KoinyecTBeRHOE onpeaeneHne
a) Ketorolac tromethamine / 29.74 mg / 29.74 mMr From 270mg to 33.0mg of
KeToponaka TpoMeTaMHH C15H,;3NO3 C4H 1 NO3 (ketorolac
tromethamine) per 1 mL / Ot 27,0 Mr
o 33,0 MI C15H13NO3'C4H11NO3
(keToponaka TPOMETaMUH) B 1 M1l
b) Sodium chloride / Hatpus 4.34 mg/mL / 4.34 mr/™Mn Between 4.2 mg/mL and 4.5 mg/mL /
XJIOPHT, Ot 4,2 Mr/mn po 4,5 mr/mn
12 Alcohol content / ItaHon 11.54 % Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/
[Mpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axnaodenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

Bl

Checked by /
[Tposepeno: Himesh Kumar

2

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoauTesb

Kusum Lata > }gijax."’/’

Reprint Date /
Jara: 29.09.2021

Print Date /
Hara: 29.09.2021

Print Date /
JHara: 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 Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUOHKAT AHATH3IA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculawiyedtiedsly3@anp/ml
Hpoaykr: Keropon" (keToponak) pacTBOp [UIsl BHYTPHBEHHOIO Y BHYTPMMBILIEUHOrO BBeAEHNS, 30 Mr/mn
Batch No / : V211023 Batch Quantity / : 2,09,090 ampules /
Cepus Ne Oo6bem cepun 2,09,090 amnya
Analytical Report No / : 890001548662 Date of Analysis / : 29.09.2021

Ananutnyeckuii oryer Ne

JlaTa ananusa

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

I[aTa NpoOU3BOACTBA

Togen no

Analysis performed according ND / Auanus nposeaen no HJl: 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 /u3zm.Ne 2 ot 24.08.2020)

Page 4 of 4/ Crp. 43 4

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.

I[To 1 M B amMmynasl U3 TEMHOTrO
crexna knacca I (USP). B Bepxueit | Ilo 1 mMi1 B aMmITyJibl U3 TEMHOIO CTEKJIa
YacTH aMIlyJibl HaHeceHbl Kojislo U | Kiacca I (USP). B Bepxuedt uactu
Touka Ui pasnmoma. Ha ammyny | amIlyssl HAHECEHBI KOJBLO M TOYKA

HaKJIEUBAIOT 3THKETKY. Juist pasnoMa. Ha aMITynly Hax1enBaroT
ITo 10 ammyn ¢ MHCTPYKUMEH IO | ITHKETKY.

TIPUMEHEHUIO nomewaror | [lo 10 aMmyn ¢ MHCTpyKUMed II0
B [IBX/anoMuHUEBBIA GIHCTED. [IPUMEHEHHIO MIOMELIA0T

ITo 1 6nucTepy B mauky kapToHuyio. | B IIBX/antomuanessi Gnuctep.

Ilo 1 GiucTepy B MUKy KAPTOHHYIO;
UIi crallMoHapoB: mo 2, 3, 5
6JMCTEPOB B AYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsercteun ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B samuiieHHoM
OT CBeTa MecTe Ipu Temnepatype He Boiie 25 °C. He 3aMopax#Barh.

16 Shelf-life / Cpoxk roanoctu

3 years / 3 rona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam HJI 3akawuenue;: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Pardeep Kumar

IIpoeepeno: Himesh Kumar | Ono6peno: Menemxep / PykoBonurens

C)_J/‘-m Kusum Lata 3{’%& .

Reprint Date /

Hara: 29.09.2021

Print Date / Print Date /
Iara: 29.09.2021 Jata: 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




