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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

CEPTUDHUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular fe%61s, 30 Mg/ /ml

Hpoaykr: Ketopon® (keroponak) pacteop A BHYTPUBEHHOTO M BHYTPUMBILLIEUHOrO BBEAEHHS, 30 Mr/mn
Batch No / : V211020 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O6Bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547542 Date of Analysis / : 23.09.2021
AHaJautTHyeckuii oryer Ne Hara ananusa

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jlara npou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposegen o 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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1;00 Test / [ToxasaTean Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear colorless solution. /| Clear, colorless to pale yellow
[Tpo3pauHslii, GeclBETHBIN pacTBOD. solution. / IIpo3pauHslii, 6ecUBETHBIN
WY CBETJIO-)KENTHIN pacTBop.
2 Identification / The retention times of the main | The retention times of the main peaks
MopnuHHOCTH 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 ymepxuBaHus | Bpemena yaepkuBaHHS OCHOBHBIX
OCHOBHBIX TIHKOB Ha | MHKOB Ha XpoMaTorpaMme
XpoMaTorpamMmme HCTIBITYEMOTO | HCTBITYEMOIO  pacTBOpa  HOJDKHbI
pacTBopa COOTBETCTBYIOT BPEMEHaM | COOTBETCTBOBATDH BpeMeHaM
YAEpKUBaHHUSA OCHOBHBIX NHKOB Ha | YJIEP)KUBAHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamme pacTBopa | Xpomarorpamme pacTBopa
CTaHIAapTHHIX 00pa3LoB KeTopoiaka | CTAaHIApTHBIX 0OpasLoB KeTopoJsiaka
TpOMeTaMMHa U HallpoKceHa (pa3fesn | TpoMeTaMMHa W HalpoKkceHa (pazjien
«Konu4ecTBEeHHOE Olpeie/IeHHE) «KonuuecTBEHHOE OMpPENENeHUEY)

3 Clarity / Ilpo3pa4yHocTh Complies / CooTBETCTRYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He I0JDKHA NPEeBBIIIAThL
ONaJiecEHIIMIO 3TAJIOHA CpaBHeHwUs 1.

4 Color / IlBeTHOCTH 0.042 Abs Not more than 0.20 at 430 nm /

He 6onee 0,20 npu 1yinHe BOTHBI
430 uM
5 pH 7.32 Between 6.9 and 7.9/6,9 -7.9

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3arkawyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

<-_-—\

“

Checked by /
[Tpoeepeno: Himesh Kumar

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

— Amit Kumar .

Reprint Date /
Jara: 24.09.2021

Print Date /
Hara: 24.09.2021

Print Date /
Jara: 24.09.2021

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




Dr. Reddy's Laboratories Ltd.
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L/ °Q® Formulation Unit-6
Dr' Reddy s ‘-. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA
CEPTUOUKAT AHAJIU3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular Yﬁﬁ"é’&ﬁ%%’@‘fﬁ@ml
IponykT: Keropon" (keToponak) pacTBop uisi BHYTPMBEHHOIO M BHYTPUMBILIEYHOTO BBEAEHHS, 30 MI/M1
Batch No / : V211020 Batch Quantity / : 2,09,090 ampules /
Cepus Ne O06Bem cepun 2,09,090 ammyn
Analytical Report No / : 890001547542 Date of Analysis / 1 23.09.2021
AnanurHdyeckuid oruer Ne JlaTa ananuza
Date of Manufacture / 1 Sep-2021 Date of Expiry / 1 Aug-2024
JaTa npoH3BOACTBa T'oaen no

Analysis performed according ND / Ananus nposenen mo HJI: JIIT-001365-231118 (amend Ne 1 from
14.01.2020 /usm.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)
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6 Particulate matter / Mexannuyeckue BKJIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements /
Buaumble 4acTHIIbI B cooTBETCTBUH € TpeOOBaHUAMM
6B Invisible particles /
HeBugumble yacTuib:
i. Particles> 10 pm/ 66 Not more than 6000 per ampoule /
YacTuLb! pasMepoM > He 6onee 6000 Ha ammyny;
10 Mxm
ii. Particles > 25 um/ 3 Not more than 600 per ampoule /
YacTHLbl pasMepoM > He 6onee 600 Ha amnyny.
25 MKM
7 Related substances / PoacrBenHble npuMecy
Impurity A / ITpumecs A 0.16% Not more than 0.20 % / He Gonee
0,20 %
Impurity B / ITpumecs B BDL (Disregard Area 1780) Not more than 0.50 % / He Gonee
0,50 %
Impurity C / Hpumecs C Less than LOO (0.033% Not more than 0.50 % / He Gonee
ess than LOQ (0. 0) 0.50 %
Impurity D / IIpumecs D Not more than 0.20 % / He Gonee
BDL (Disregard area 1780) 0,20 %
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnuHuyHas HeuneHTHUIH- 0.08% 0,20 %
pOBaHHAs MPUMECH
Total impurities / Cymma 0.36% Not more than 1.50 % / He Gomnee
mpuMecen 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT coorBeTCcTBYET TpeboBaHusaM HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ionroroeneno: Pardeep Kumar ]'_[poaepeﬂo:‘ Himesh Kumar | Onobpeno: Menemxep / Pykosoaurens

CL_ c > _———— | Amit Kumar /S(v/&*:’;,

—

Reprint Date / Print Date / Print Date /
Jara: 24.09.2021 Jlata: 24.09.2021 Jata: 24.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax. +91 40 4900 2999, Lmail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

De
! °® Formulation Unit-6
Dr‘ Reddy ) ‘-. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUOHKAT AHAJW3A Tel : +91 98166 56001-02

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular e IRIDG £98ml
Ilpoaykr: Keropon" (keToponak) pacTBop il BHYTPUBEHHOTO ¥ BHYTPHUMBILLEYHOro BBeeHHs, 30 Mr/Mi1
Batch No / : V211020 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O0nem cepum 2,09,090 amnyn
Analytical Report No / : 890001547542 Date of Analysis / : 23.09.2021
Ananurnyeckui oruer Ne JlaTa ananuza
Date of Manufacture / : Sep-2021 Date of Expiry/ : Aug-2024
JlaTa npousBoacTBa Tonen o

Analysis performed according ND / Ananuas nposenen o HJ: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /m3m.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 / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
HUspnekaemblii 00bem He menee HoMmuHanbpHOro (1,0 mMn)

9 Bacterial endotoxins / <=0.725EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTtepnajabhbie <=0.725E3/mr tromethamine / He ©onee 5,8 EQ/mr
HAOTOKCHHBI KeTOpoJlaka TpOMeTaMHHa

10 Sterility / CrepuibHocTh Complies / Crepunen Should be sterile / Crepunen

11 Assay / KonnuecTBeHHOe onpeaeneHne
a) Ketorolac tromethamine / 29.98 mg /29.98 mr From 27.0mg to 33.0mg of
Keroponaka TpomeTaMuH CisH1i3NO;- C4H11NOs (ketorolac
tromethamine) per 1 mL / Ot 27,0 mr
a0 33,0 MIr C15H13NO3‘C4H11N03
(keToponaka TpOMETaMHH) B 1 MII
b) Sodium chloride / Hatpus 4.34 mg/mL / 4.34 mr/mn Between 4.2 mg/mL. and 4.5 mg/mL /
XJIOPHLI Ot 4,2 mr/min po 4,5 mr/mn
12 Alcohol content / Tanon 11.42 % Between 10.60 % and 12.60 % /
Ot 10,60 % mo 12,60 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IlpoaykT coorsercTBYeT Tpebosanuam HJI 3akawuenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Tonrorosneno: Pardeep Kumar | Ilposepeno: Himesh Kumar | Oxo6peno: Menemxep / PykoBoaurens

i Q&__,,,_:“J Amit Kumar /&“:’k;";,.

Reprint Date / Print Date / Print Date /
JHara: 24.09.2021 JHarta: 24.09.2021 Jara: 24.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 191 40 4900 2000, Fax: 191 40 1900 29989, Email: mail@drreddys com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOUKAT AHATH3A Tel : +91 98166 56001-02
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular YEHTOIRIRG-H08mI
Ipoaykr: Keropon" (keToponak) pacTBop /jis BHyTPUBEHHOTO W BHYTPUMbILIEYHOTO BBeAeH!s, 30 Mr/Mi
Batch No / : V211020 Batch Quantity / : 2,09,090 ampules /
Cepust Ne O6bem cepun 2,09,090 amnyn
Analytical Report No / : 890001547542 Date of Analysis / : 23.09.2021
AgamuTudeckuii oTuer No JlaTa anajunia
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2024
Jara npousBoacTsa Togen no
Analysis performed according ND / Ananun3s nposeaen mo HJI: JITT-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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Packaging / YnakoBka

attached to ampoule.

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

1 blisters in a carton pack.

m

HaKJIEUBAOT OTUKETKY.

NPUMEHEHHIO
B [IBX/amoMuHueBbII 6HCTED.

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

patient

a

I[To 1 M1 B aMmynsl W3 TEMHOTO
ctewia wiacca I (USP). B BepxHeii
YaCTH aMIIyJibl HaHECEHB! KOJBLO U
TO4YKa Ui pa3noMa. Ha ammyny

ITo 10 ammyn ¢ MHCTpyklMe# Mo
[IOMEILAI0T

[To 1 6nucTepy B MayKy KapTOHHYIO.

1 mL in class [ 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 Mn B ammyJIbl U3 TEMHOTO CTEKJIa
kmacca I (USP). B BepxHeli uactu
aMITyJibl HaHeCeHbl KOJbLUO M TOYKa
14 pa3ioMma. Ha amnyny HakJeuBaoT

STUKETKY.
Ilo 10 amMmyn c HHCTpYKLUMEH IO
IIPUMEHEHUIO [IOMELIAIOT

B [IBX/amomMunuesbiit 6nucrep.

ITo 1 6nuctepy B Mauky KapTOHHYIO;
Uil crauMoHapoB: mo 2, 3, 5
6J11CcTEpOB B MauKy KapTOHHYIO.

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

15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
XpaHeHue OT CBETa MECTe IpU TeMIiepaType He Boimie 25 °C. He 3aMOpaXuBaTth.

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

Remarks ; The Product confirms to NI/
ITpumeuanue: Ilponykr cooTBetcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akiaouenne: OJOBPEHO

Prepared by /
HoarorosneHo: Pardeep Kumar

——

Checked by /
[Tpoeepeno: Himesh Kumar

e

Approved by: Manager/Executive /
| Omobpeno: Menemxkep / PykoBoauresns

Amit Kumar /'S(J_)E:r/‘

Reprint Date /
Jara: 24.09.2021

Print Date /
JHaTta: 24.09.2021

Print Date /
Hara: 24.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490N 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




