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Cr. Reddy's Laboraiories 1
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Vill. Khiol, Malagarh Read, Baciq;,
Distt. Solan, H.P, 173 205, 1N %A
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CERTIFICATE OF ANALYSIS v drreddys.com
CEPTUO®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToposiak) pacTBOp Jijli BHYTPUBEHHOTO M BHYTPHUMBILIEYHOro BaeieHus, 30 Mr/mu
Batch No/ : V240467 Batch Quantity / : 272727 ampules /
Cepnsa Ne O6bem cepHH 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AHa/IMTHYeCKHIT oTueT Ne Jara anaaun3za
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara npousBoacTea T'ogen go
Analysis performed according ND / Auasu3 nposenen mo HJI: JIT1-001365-170222

Pagel of 5/Crp.1u3 5

[Tpo3pauHslii GecLBETHBIH pacTBOp.

"_1:.:) Test / ITokasaTens Results / Pe3yabsTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3pauHblii OecLBeTHBIH MU
CBETIIO-XKENTBIH PacTBOP.

2 Identification /
IloaAMHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / Bpemena
yIOEPXKUBaHHS OCHOBHBIX MHUKOB Ha
XpoMarorpaMmme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
YIOEPXKUBAaHUA OCHOBHBIX IMHKOB Ha
XpoMarorpamme CTaHIaPTHOTO
pacTBopa KeTopojiaka TpOMeTaMHUHA
U HanpoKceHa (paznen
«KonnuecTBeHHOE ONpeeIeHUEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YIOEP)KUBaHHA OCHOBHBIX ITHKOB Ha
XpoMaTorpaMme HCOBITYEMOTO
pacTBOpa [IOJDKHBI COOTBETCTBOBAThH
BpEeMEHaM YAEpKHBaHUs OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHIApTHOTO DPAacTBOpa KeTOpojaka
TpOMeTaMHHa M HampokceHa (pasgen
«KonyecTBeHHOE ONpeIeICHHEN)

3 Clarity / Ilpo3pa4yHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenmus
npenapara He TOJDKHA NIPEBBIIIATh
ONaJIECLEHLHIO 3TAJIOHa CpaBHEHHA L.

4 Color / IIBeTHOCTB 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu fyiMHE BOJIHBI
430 uM.

5 pH 7.35 From69t07.9./0t16,9 1o 7.9.

6 Particulate matter / MexaHnuyecKkHue BKJIKOYEHUS

Remarks : The Product confirms to ND/
ITpumeuanue: [lpoaykt cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zaxkmouenune: OJJOBPEHO

Hara: 12.07.2024

Jara: 12.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: esh IIpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosojureb
Kumar VY= = Maurya Manoj Kumar ks

Reprint Date / Reprint Date / Reprint Date /

Jara: 12.07.2024

Repistered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Tzlangzana, India
Tel: +91 40 4900 2904, Fav: +91 40 1900 2099, Email: maitddrraddys,com
CIN: L85195AP1934PLCO0ASEGTY
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon" (keroponak) pacTBOp A BHYTPUBEHHOrO M BHYTPHUMbILIEUHOIO BBEAEHHUS, 30 Mr/mn
Batch No / : V240467 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepHH 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AHAJIHTHYECKHH oTYeT N2 Jata ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BojCTBa T'ogen no

Analysis performed according ND / Auaynms nposenen no H/I: JIT1-001365-170222

Page2 of S/ Crp. 2u3 5

jNo

Test / [oka3aTein
Ne

Results / Pe3yabTaThl

Specification / Hopma

6A Visible particles /
Bunaumele yacTuiis

Complies / CooTBEeTCTBYET

Should correspond to requirements. /
B cooTtBeTcTBHM C TPeOOBAHUSIMIL

6B Invisible particles /
HeBHARMBIE 4aCTHLbL:

i. Particles> 10 um/ 08 not more than 6000 per ampoule /
YacTull pazMepoM > ne 6onee 6000 Ha amItyny;
10 MxMm
ii. particles> 25 pm/ 00 not more than 600 per ampoule /
YACTUL Pa3MEPOM => He Gonee 600 Ha ammyny.
25 MKM
7 Related substances / PoocTBeHHbIe IpuMecH
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He Oonee
0,20 %,
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hinke npenena odHapysxenus (IO 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50% / He OGonee
Hixe npenerna KOJIMYECTBEHHOTO 0,50 %;
onpeneneHus (ITIKO = 0.033%)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Oonee
Huxe npenena odoHapyxenus (I10 0,20 %.

=0.014 %)

Any unspecified impurity /
EnnnnuHas HenneHTUdHLH-
poBaHHasl IPUMECh

0.06%

Not more than 0.20 % / He OGonee
0,20 %.

Remarks : The Product confirms to ND/
ITpumeyanue: IlpoaykT cooTBeTcTBYET TpebobanusM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
lloaroroBneHo: Ambresh

Kumar S U
(=

Checked by /
IlpoBepeHo: Santosh Kumar
Maurya {

—_

Approved by: Manager/Executive /

UnobpeHo: MeHeaxep / Pykosoauresisb
Manoj Kumar @J

Reprint Date /
Hara: 12.07.2024

Reprint Date /

Reprint Date /

f

Jara: 12.07.2024

Hara: 12.07.2024
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Formulation Linit-(
Vill, Khaol, Malagarn Roea

Digtt, Solar, H.P, 173 205, IND/
el 0 +971 92168 5600142

Gk dle gl ol
WL ATTTREOYS.COM

Product : /

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

HpoAykT: Ketopon®™ (keToponak) pacTBOp AJIss BHYTPMBEHHOTO M BHYTPHMBILIEYHOTO BBeeHUs, 30 Mr/ma
BatchNo / 1 V240467 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AHaJINTHYECKHI 0TYeT No Jara ananu3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JaTta IpoH3BoacTBa TI'oaen oo

Analysis performed according ND / Auann3s nposenen no HJL: JI[1-001365-170222

Page3 of S/ Crp.3 w35

JJI::) Test / [lokasaTenb Results / PezyabraTbi Specification / Hopma
Total impurities / Cymma 0.21 % Not more than 1.50 % / He Gomnee
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3pnexaemblii 00bemM He menee HomuHansHoro (1,0 m)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=(0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
IHAOTOKCHUHBI KETOpPOJiaKa TPOMETaMHKHa.

10 Sterility (every 15th batch) / NA Must be sterile. / omxeH ObITb
CrepuabHOCTD (VIS KaxA0i CTEPUJILHBIM.
15-o0ii cepun)

1}00 Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma

11 Assay / KosimuecTBeHHOE 30.57 mg/30.57 mMr From 270mg to 33.0mg of

onpejeieHue CisH13NO3-C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mr
pile] 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TPOMETaMHH) B 1 MIL

12 Alcohol content / 3Tanon 11.81 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT cooTBeTCTBYET TpeGoraHuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieno: Ambresh | Tposepeno: Santosh Kumar | Oxo6peno: Menenxep / Pykosoayrens
Kumar 6)37 Maurya Manoj Kumar ( = ﬁ
Reprint Date / Reprint Date / Reprint Date /

Jara: 12.07.2024 Hara: 12.07.2024 Jara: 12.07.2024

Tal: +21 40 4300 2900, Fax
ClIi:

dys.com

4, Telangana, dis
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddv's Laboratories i
Formulati
Vil Ki
i

Jnit-6

st Solan, MR, 173 205,
Tal 0 491 938166 56001072

CIWWLLTTR200YE 20

Product : /

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

IlpoaykT: Keropon® (ketoponak) pacTBOp [Ulst BHYTPHBEHHOIO M BHYTPUMBIIUEYHOTO BBEAEHHUS, 30 mMr/mi
Batch No / 1 V240467 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001748223 Date of Analysis / : 12.07.2024
AHajinTHYecKHH oTyeT Ne JlaTa aHajaH3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npou3BoacTBa Togen o

Analysis performed according ND / Ananu3s npoeeaen mo HJI: JI[1-001365-170222

Page4 of 5/C1p. 4u35

No

Test / lloxazaTenanb
No

Results / PesyabTtaTsl

Specification / Hopma

13 Packaging / Ynakoska

1 mL in class I light-shielding 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. /

Ilo 1 wMn B aMOynsl u3
CBETO3aLUMTHOIO cTeKna
kopuuHeBoro kmacca I (USP). B
BEPXHEH YacTH aMITyJbl HaHECEHbI
KOJBLO W TOuka s pasiaoma. Ha
aMIlyJly HaKJIEHBAKOT STUKETKY.

ITo 10 ammyn ¢ HHCTpyKuueid mo
NPUMEHEHHIO [OMEIIaoT
B JIBX/amomunueBbi i 6aucTep.

ITo 1 6amucTepy B NauKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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. /

[lo 1 wMn B aMnyasl u3
CBETO3Al[MTHOTO CTEK/1a KOPHYHEBOTO
WM TeMHO-KOPMYHEBOTO  LBeTa
knacca I (USP). B BepxHell uacTu
aMmIlyJibl HaHeceHbl KOJNBLIO W TOYKa
1u1sl paznoMa. Ha ammysty HakJienBaroT

ITUKETKY.
I[To 10 amnyn c HHCTpyKIUeH I10
NpHMEHEHUIO TIOMEIIAIOT

B [IBX/antoMuHueBBIH ONUCTED.

ITo 1 GnucTepy B Nayky KapTOHHYO;
IUTA  cTanuoHapoB: mo 2, 3, 5
OJIMCTEPOB B Ma4KY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootrBetctBuum ¢ H/I.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3auuiessoM
OT CBE€Ta MeCTe IIpu TemInepatype He Boiue 25 °C. He 3amopa’kUBarts.

16 Shelf-life / Cpox roanocTu

3 years. / 3 roza.

Remarks : The Product confirms to ND/
IMpumeuanue: [poaykt cooTBeTcTBYET TpeboraHusaM HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorosneno: Ambres [MTpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaurens
Kumar ( ) ~Maurya @, Manoj Kumar
(‘*rﬁ "
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.07.2024 Jara: 12.07.2024 Hata: 12.07.2024
Registered Office: 8-2-337, Road No 2, Banjara Hills, Hvderabad - 500034, Telaneans, Indin
Tel: +91 40 4900 2900, Fax: 81 40 1900 2000, Ernail: mail@drreddys.com

CIN: I35195AP1934PLEQ0ASGT

wwwdrredays.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

poaykr: KeTopon" (keToponak) pacTBOp JUlsl BHYTPUBEHHOTO H BHYTPHMBILIEUHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V240467 Batch Quantity / + 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 850001748223 Date of Analysis / : 12.07.2024
AHaTHTHYECKHI 0TYeT No JlaTa anau3a

Date of Manufacture / : 06/2024 Date of Expiry / : 0572027

JaTa npoH3BOACTBA T'open no

Analysis performed according ND / Anasmm3 mposenen no HJI: JII1-001365-170222

Page Sof 5/ Crp. 5u3 5

API name / Haumenosanune ADPC:

Ketorolac tromethamine / Ketopojiaka TpoOMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoautensa ADC:

ABQHO006833

FP Manufacturer API Batch number /
Howmep cepyuu cyberanuuu npoussoaurtens INJI®:

FEQAO00570

API Manufactured by & country /
IMpouseoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jla6oparopuc JIta., Unous

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: IlpoaykT coorsercTByeT TpebopaHusm H/I 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToprotosneHo: Ambresh | Iposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoauresb
Kumar ~~~t_——| Maurya Manoj Kumar A

& jﬁ/ Iy @‘2/ J
Reprint Date / Reprint Date / Reprint Date /
Hara: 12.07.2024 Hara: 12.07.2024 Hara: 12.07.2024




