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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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularwieetisedd g0caip/ml

AganuTHdeckHii order Ne

Iponyxr: KeTopon® (keroponak) pactBop Ajis BHYTPHBEHHOIO 1 BHYTPHMBILLIEUHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V211019 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001547543 Date of Analysis / 1 23.09.2021

Jara ananu3za

JlaTa npou3BoacTBa

Date of Manufacture / : Sep-2021 Date of Expiry / 1 Aug-2024

T'ogen no

Analysis performed according ND / Auanns nposeaen mo HJ/L: 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 /uzm.Ne 2 ot 24.08.2020)

Pagelof4/Crp.1u3 4

No

N Test / IlokaszaTenan Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onncanue Clear  colorless solution. / | Clear, colorless to pale yellow
Ipo3paunslii, OecuBeTHBIH pacTBop. solution. / ITpo3paunbliif, 6ecuBeTHBIN

UM CBETJIO-XKENThIA PacTBOp.

2 Identification /
MoanuuHoCTH

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
chromatogram of ketorolac | chromatogram of ketorolac
tromethamine and naproxen | tromethamine and naproxen reference
reference standards solution (Assay | standards solution (Assay section) /
section) / BpemeHa ynmepkuBaHusi | BpemMeHa ynepXUBaHHS OCHOBHBIX

OCHOBHBIX IMKOB Ha | [HMKOB Ha XpoMaTorpaMme
XpoMaTorpamMmme HCOBITYEMOr0 | HCHBITYEMOIO  pacTBOpa  NOJKHBI
pacTBOpa COOTBETCTBYIOT BPEMEHaM | COOTBETCTBOBATh BpeMeHaM
yIEPXUBAHUS OCHOBHBIX NMUKOB Ha | YACPXKHBaHWS OCHOBHBIX ITHKOB Ha
XpoMaTorpamMmme pacTBOpa | XpoMmarorpamme pactBopa

CTaHIApTHHIX 06pasLIOB KeTOponaka | CTaHAApTHBIX 00pa3LoB KeTopoJaka
TpOMeTaMHHa 1 HalpOKCeHa (pasfen | TpoMeTamMHHa M HalpoKceHa (pasnelt
«KONHYeCTBEHHOE OpeieICHUE)) «KOTM4ecTBEHHOE ONPEAEIEHUEN)

3 Clarity / IIpo3pa4HocThb

Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnatecueHmsa
npenapara He JOJDKHa IPeBhIILATh
OMaJIeCIICHIINIO STalOHa CpaBHeHus L.

IToarorosneno: Ramakant

4 Color / llBeTHOCTH 0.044 Abs Not more than 0.20 at 430 nm /
He 6onee 0,20 mpu ATUHE BOJIHBI
430 Bm
5 pH 7.33 Between 6.9 and 7.9/6,9-7,9
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpogykT cooTBeTcTBYeT TpeboBanusam HJJ 3aknaruenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Tporepeno: Himesh Kumar | OngoSpeno: Menemxep / PykoBoaurerns

—)  ~— | ManojKumar &;ﬁ/
. Y

Reprint Date /
Hara: 23.09.2021

Print Date / Print Date /
Hara: 23.09.2021 Jara: 23.09.2021

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHAJTHIA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscul ar'eedised I30Rp/ml
[Ipoaykr: Ketopon" (xeToponiak) pacTBOp Ajisl BHYTPUBEHHOTO H BHYTPHMBILLIEUHOrO BBEACHHUS, 30 Mr/mn
Batch No / : V211019 Batch Quantity / : 2,09,090 ampules /
Cepna Ne O6nem cepuu 2,09,090 ammyn
Analytical Report No / : 890001547543 Date of Analysis / : 23.09.2021

AHATUTHYECKH A oTHeT Ne JlaTa ananu3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
JlaTa npoM3BOACTBA T'ogen no

Analysis performed according ND / Anasus nposegen mo 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 /uzm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexanuueckmne BKJIIOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements /
BuaumMeie 4acTHIBI B cooTBeTcTBUM € TPEOOBAHUSAMHU
6B Invisible particles /
HeBuoumbie 4aCTHLBL:
i. Particles> 10 pm / 65 Not more than 6000 per ampoule /
YacTyuusl pasMepoM > He 6onee 6000 Ha ammyny;
10 MrM
ii. Particles > 25 pm/ 2 Not more than 600 per ampoule /
YacTuilbl pasMepoM > He 6onee 600 Ha ammymy.
25 MKM
7 Related substances / PogecTBeHHble NpUMecH
Tnpurity A/ Tlpumecs A 0.16% Not more than 0.20 % / He 6onee
0,20 %
Impurity B / Tlpumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Ilpumecs C Less than LOQ (0.033%) Not more than 0.50 % / He Gonee
' 0,50 %
Impurity D / ITpumecs D Not more than 0.20 % / He 6onee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He Gonee
EnuHuYHas HEMIEHTUDHLIH- 0.08% 0,20 %
pOBaHHas IPUMEChH
Total impurities / Cymma 0.36% Not more than 1.50 % / He Gonee
npumecen 1,50 %

Remarks : The Product confirms to ND/
[Mpumeuanue: [TpomykT coorseTcTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3akirouenue: OJJOBPEHO

Jara: 23.09.2021

Jlara: 23.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToenego: Ramakant IMposepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosoauresns

{9 — —— Manoj Kumar }W_;;L‘;LL{—
Reprint Date / Print Date / Print Date /

Hara: 23.09.2021

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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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscularyWisetiseddgoce1s/ml

Mpoayxr: Ketopon® (xeToponak) pacTBOp AUlsi BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBeACHHS, 30 mr/mn
Batch No / : V211019 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547543 Date of Analysis / : 23.09.2021
AHaJHTHYEeCKHI oTyeT Ne JlaTa ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / 1 Aug-2024

JaTa npou3BoAcTBA T'open oo

Analysis performed according ND / Auanu3 nposenen mo 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 /u3m.Ne 2 ot 24.08.2020)
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8 Extractable volume /
HN3BaekaemMblii 06bem

1.0ml/ 1.0 mn

Not less than label claim (1.0 mL) /
He menee HomuHanbsHOTrO (1,0 MIT)

9 Bacterial endotoxins /
BakTepuansHublie
SHAOTOKCHHBI

<=0.725EU/mg /
<=0.725ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine / He 6onee 5,8 ED/mMr
KETOpONaka TPOMEeTaMHHA

10 Sterility / CrepunsHocTh

Complies / CtrepuneH

Should be sterile / Crepunen

11 Assay / KoinyecTBeHHOE onpejesieHUe

a) Ketorolac tromethamine /
Keroponaxa TpomeTaMuH

XJIOpHU]

b) Sodium chloride / Hatpus

30.03 mg/30.03 mr

4.40 mg/mL / 4.40 mr/mn

From 27.0mg to 33.0mg of
CisH13NO5-C4H |1 NO; (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0mr CisHisNOs-C4H1NO;
(xeToponaka TpoMeTaMHH) B 1 M

Between 4.2 mg/mL and 4.5 mg/mL /
Ot 4,2 mr/mn [0 4,5 Mr/Mi

12 Alcohol content / ITaHon

11.68 %

Between 10.60 % and 12.60 % /
Ot 10,60 % 1o 12,60 %

Remarks : The Product confirms to

ND/

Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
IIpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauresns
Manoj Kumar -"]W ¢ uqﬂ ‘

Reprint Date /
Hara: 23.09.2021

Print Date /
Jara: 23.09.2021

Print Date /
Jara: 23.09.2021

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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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTHPUKAT AHAJIAIA Tel : +91 98166 56001-02
Product : / Ketorol (Ketorolac) solution for intravenous and intramusculamiwetoeddB0cang/ml
IIpoxyKT: Keropon" (keToposiak) pacTBOp Uil BHYTPMBEHHOIO W BHYTPUMBILLIEHYHOTO BBeICHUs, 30 Mr/mn
Batch No / : V211019 Batch Quantity / : 2,09,090 ampules /
Cepusa Ne Oo6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547543 Date of Analysis / 2 23.09.2021
AHaauTHYeckHii oTyeT Ne JaTa ananuza
Date of Manufacture / 1 Sep-2021 Date of Expiry / : Aug-2024
Jara npon3BoacTBa T'onen xo
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-231118 (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)
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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 mMn B aMmynsl U3 TEMHOIO
crena kinacca I (USP). B Bepxueii
YacTH aMIlyJIbl HaHECEHB! KOJBLO U
Toyka IUiA pasioMa. Ha ammyny
HaKJICHBAIOT 3THKETKY.

ITo 10 ammyn ¢ MHcTpykuueil no
IIPUMEHEHHIO IOMEHNIAIOT
B [IBX/anoMuHueBnii 6nucrep.

[To 1 6nucTepy B nauky KapTOHHYIO.

1 mL in class 1 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.

Ilo 1 M1 B aMnyJibl M3 TEMHOTO CTEKJIA
kinacca I (USP). B BepxHe#t yactu
aMIyJibl HaHECEHbl KOJBLO M TOYKa
Ui pasnoma. Ha ammmyny HakneusaioT

3THKETKY.

ITo 10 ammyn ¢ HHCTpyKLMeH IO

MIPUMEHEHUIO
B [IBX/antoMuHKEBBIN GnucTep.

I[To 1 6nucTepy B auKy KapTOHHYIO;
i1 CcTallMOHapoB: Mo 2, 3,
61HCTEPOB B IIaYKy KapTOHHYIO.

IIOMEIIAT

5

14 Labelling / MapxupoBka

According to ND / B cooTBeTcTBHH ¢ H]I,

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B 3aimuuieHHoM
OT CBeTa MecTe Mpu TemrnepaType He Boiie 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox rogHocTH

3 years / 3 ropa.

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilpoaykr cooTBeTcTRYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmaouenue: OJOBPEHO

Prepared by /
[Togrororneno: Ramakant

Checked by /
Iposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens
Manoj Kumar

(et

Reprint Date /
Hata: 23.09.2021

Print Date /
Jara: 23.09.2021

Print Date /
Jlata: 23.09.2021

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




