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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropon® Dkcnpecc (keToposak) TabneTku, UCneprupyemMble B oJOCTH pra, 10 mr

Batch No / : V2200948 Batch Quantity / : 36,00,000 tab /
Cepus Ne O61beM cepuu 36,00,000 Tab
Analytical Report No / : 890001591662 Date of Analysis / 23.05.2022
AHajBTHYecKHI oTUeT No JlaTa aHaJIn3a

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JaTta npousBojacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenune Nel or 27.12.2021)

Page1of 7/Crp. 1 m37

No ] .
N Test / [TokasaTennb Results / PesyabTaThi Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[' debossed on one side. /
side. / Kpyrisie, rockue Kpyrnsle, miockue Tabnetku ¢ dackoi,
TabneTku ¢ Packoi, CBETIO- CBETJIO-XKEJNITOr0 LIBETA C I'PaBMPOBKOMN
JKEJITOro LBETA C IPaBUPOBKOM «|» Ha OIHOM CTOPOHE.
«l» Ha O HOM CTOpPOHE.
2 Identification / IloaaMHHOCTL

Ketorolac / Kemoponak

a) Byuv/
VY®-cnextpodoromMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
HOT/OIIEHHs HCIBITYEMOFO PacTBOpa 1
pactBopa  cTaHaapTHoro  obpasia
KETOpoJiaka TpOMEeTaMHHa  JOJIKHBI
MMETh MAKCUMYMBI IIPH OJHOH U TOM ke
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
[Moaroroeneno: Ankit

’g

Checked by /
IIposepeno: Nargsh Kumar

"

—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautesib

Manoj Kumar X é Qgﬁ,
it g

Reprint Date /
Jata: 23.05.2022

Reprint Date /
Jara: 23.05.2022

Reprint Date /
JHara: 23.05.2022

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.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxenpece (keToposiak) TabIeTkH, AMCIeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / 1 V2200948 Batch Quantity / : 36,00,000 tab /
Cepns Ne O6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001591662 Date of Analysis / : 23.05.2022
AHATHTHYECKHH oTIeT No JlaTa ananu3za

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
JlaTa mpoHM3BOACTBA TI'ogen no

Analysis performed according ND / Ananu3 nposegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page2 of 7/Crp. 23 7
1;.‘,0 Test / [TokasaTenb Results / PesyabraThi Specification / Hopma
b) By HPLC/B3XX Complies / CooTBeTCTRYET The retention time of the main peak on

the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems ynaepXHBaHUA
OCHOBHOTO IMHKa Ha XpoMaTorpaMme
HCTILITYEMOTO ~ pacTBopa  JAOJDKHO

COOTBETCTBOBATh BpeMeHH
yIAEPKUBaHUS OCHOBHOrO MHKAa Ha
Xpomarorpamme pacTBOpa
cTaHmapTHoro ofpasua keToposaka
TpOMeTaMHHa (pazznen

«KoJH4ecTBEHHOE onpeneneﬂne»).

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT coorBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by /
[Moaroroeneno: Ankit

(X

Checked by / Approved by: Manager/Executive /
ITposepeno: Naresh Kumar Onobpeso: Menemxkep / Pykosogurenn

.

@ Manoj Kumar \Ml ﬁ‘—L_J

Reprint Date /
Hara: 23.05.2022

Reprint Date / Reprint Date /
Jara: 23.05.2022 Jata: 23.05.2022
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoxykT: Keropon® Dkenpecc (keToponak) TaGIeTkH, AMCIIeprupyeMble B oJocTH pTa, 10 Mr

Batch No / 1 V2200948 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06beM cepnu 36,00,000 Tab
Analytical Report No / : 890001591662 Date of Analysis / 23.05.2022
AHaJuTHYeCKHH oTueT No Jara ananusa

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npoH3BoACTBA T'onen po

Analysis performed according ND / Anann3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page3of 7/Crp.3m37

iﬂo Test / ITokazarenb Results / PesynbTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTDL butylhydroxyanisole peaks on the
6y THATHAPOKCHAHU30 chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”

section). / BpemeHa ynaepXHBaHHA
NHKOB  2-OyTWIrMIPOKCHAaHH30/Ia H
3-0yTHATrHPOKCHAHA30Ma Ha
XpoMaTorpamme UCIILITYEMOT0
pacTBopa OOJDKHBI COOTBETCTBOBATh
BpeMeHaM YAepKHUBaHHUA MHUKOB
2-6yTUATUAPOKCHAHU30IIA u
3-6yTUNTUIPOKCUAHU30JIa Ha
XpOMaToOTrpaMme pacTBopa
CTaHIAPTHOTO obpazua
OYTUITUIPOKCHAHKU30JIa (pa3zen
«Conepxanne

OYTHJITHAPOKCUAHU30TIa»).

4 Average weight / Cpeanssn
macca

70.1 mg/ 70.1mMr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
O1 67,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmrouyenne: OJOBPEHO

Prepared by /
[ToarorosneHo: Ankit

(B

Checked by /
ITporepeno: Naresh Kumar

_—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonuresns
Manoj Kumar i !

'_1 ]j})‘.{“; EEL

Reprint Date /
Jlara: 23.05.2022

Reprint Date /
Hata: 23.05.2022

Reprint Date /
Hara: 23.05.2022

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
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Formuiation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpece (keToponak) TaGneTkH, AACHepripyeMbie B IonocTy pra, 10 Mr

Batch No / : V2200948 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6beM cepuH 36,00,000 Tab
Analytical Report No / : 890001591662 Date of Analysis / 23.05.2022
AHaauTnyeckuii oTuet Ne JlaTa aHAIH3a

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JaTa npoun3BoacTsa Toaen no

Analysis performed according ND / Anann3 nposegen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page4of 7/Crp.4u3 7

I;‘g Test / [Ioka3aTesnb Results / PezyabTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOpOAHOCTL MaccChl 2/20 tablets - not more than + 20 % /

18/20 rtabnerok — He Gonee * 10 %
2/20 Tabnetrok — He 6onee + 20 %
5 Disintegration time / 23sec/ 23 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocts
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 97% Not less than 75% (Q) of
] CisH13NO3*C4H; | NO; (ketorolac
Uinit2y/ME0m2 101% tromethamine) in 15 min / He Menee
Unit-3 / Tabn-3 94 % 75% (Q)  CisHisNO3*CsH NO3
. o (keToponaka  TpOMETaMHMH)  4epe3
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabx-5 97%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / Obpa3syerca
OIHOpOAHAs CYCIEH3UsA, MPOXOAALIas
CKBO3b CHTO C pa3MepoOM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/

[Ipumeuanne: ITpoaykT cooTseTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Prepared by /
INoarorosneno: Ankit

Checked by /
Ipoeepeno: Naresh Kumar

&

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens

Manoj Kumar A |
e (ks i

Reprint Date /

Hara: 23.05.2022

Reprint Date /
Jara: 23.05.2022

Reprint Date /
Jara: 23.05.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponaykt: Keropon® Dxcnpece (keToponak) TabNeTKH, JUCIEPrupyeMble B MoI0CTH pTa, 10 Mr

Batch No / : V2200948 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001591662 Date of Analysis / 23.05.2022
AHanuTHYEeCKHIT 0TUeT No JlaTa aHaJH3A

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
Jlata npon3BoacTBAa I'open no

Analysis performed according ND / Ananns nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page50f 7/ Crp. Su3 7

8 Related impurities / PoacTBeHHbIE IPHMECH
ketorolac 1-hydroxy analog / Below Limit of Detection(LOD Not more than 0.5 % / He 6onee 0,5 %
1-THAPOKCHAHATIOT :0.0010%)
KeTOpoJlaKa
ketorolac 1-keto analog/ Not more than 0.5 % / He 6osee 0,5 %
1-KeToaHaIor KETOpoJIaKa 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHAsA 0.04%
HeuaeHTHOULMPOBaHHAs
NpHMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6oiee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHHyecKHe pacTBOPUTENIH
Isopropyl alcohol / 3ug/tab/ 3 pg/tab MxrB Not more than 350 pg/tab /
HzonponaHon TabneTke He Gonee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
[Mpumeuanue: IpoaykT cooTreTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

Hara: 23.05.2022

Jara: 23.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ankit IIposepeno: Nargsh Kumar Onobpeno: Menemxep / Pykopoaurens
@‘ @(J Manoj Kumar J’ /&
; = Mt
Reprint Date / Reprint Date / Reprint Date /

JHara: 23.05.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keroponak) TablieTKu, AMCcneprupyemble B MOJOCTH pra, 10 Mr

Batch No / : V2200948 Batch Quantity / : 36,00,000 tab /
Cepust Ne Qo0bemM cepun 36,00,000 Ttab
Analytical Report No / : 890001591662 Date of Analysis / : 23.05.2022
AHagmuTHyecKuii oTueT Ne JaTa aHannza

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
Jara npou3BoacTBa T'open no

Analysis performed according ND / Anann3s nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 M3 7

11 | Microbial enumeration tests / MukpoGHoJioruueckas 4yucTora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Obuee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpTaHH3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6ee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO OPOMIKEBBIX U
IUIECHEBELIX IPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcytcTBHE B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OanopoaHocTh 15.0 / [IpuemouHoe 3HauyeHue (AV) He
03MPOBaHUA 6onee 15,0.
13 | Assay/ KoanuyecTBeHHOe 9.8 mg/9.8 Mmr From 90mg to 11.0mg  of
omnpenesieHHne (98.1 %) CisHisNO3+*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 1o
1 1,0 MI C15H13NO3°C4H11NO3
(ketoponaka tpoMeramus) (ot 90,0 mo
110,0 % OT 3ajABJIEHHOIO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0969mg/tab / Not less than 0.042 mg/tab /
content / Coaepxxanue 0.0969 Mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHITHAPOKCHAHU30J1A

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmam HJI 3akmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroropneno: Ankit [TpoepeHo: Naresh Kumar Onobpeno: Menemkep / PykoBoauTeb

@ Manoj Kumar A Y 3

= -_)hﬂ_{k.t- =

Reprint Date / Reprint Date / Reprint Date /
Jara: 23.05.2022 JHara: 23.05.2022 Hara: 23.05.2022

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.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpopykr: Keropon® Dkenpecc (keToposnak) TabieTku, JUCIEPrUpyeMble B NOJIOCTH pTa, 10 mr

Batch No / : V2200948 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepun 36,00,000 a6
Analytical Report No / : 890001591662 Date of Analysis / 23.05.2022
AHaquTHYECKHH oTUeT Ne JlaTa anasu3a

Date of Manufacture / : May.2022 Date of Expiry / Apr.2024
JlaTa npon3BojacTBa Tomen go

Analysis performed according ND / Ananu3 nposegen mo H/:
JI-004929-011119 (amend Nel from 27.12.2021 / nzmenenne Nel ot 27.12.2021)

Page 7of 7/ Cap. 7Tuz 7

15 Package / Ynakoeka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetoxk B
6mucrepe w3 (JIA/AJITID ¢
Braronoryotutenem/I1OBIT)
donsru // (IIS/AJ) donsru. Ilo
2 Onuctepa ¢ HHCTpYKIMEH MO
TIPUMEHEHHUIO B Ha4yKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 Tabnerok B
6acrepe n3 (HA/AJVTID c
BnaronorioturenaeM/[I19BI1) doneru //
(II3/AJ1) doneru. ITo 1 nnu 2 6auctepa c
HHCTPYKLHEH MO NMPUMEHEHHIO B Mayky
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootseTcTBUHM ¢ H]T

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ipu Temneparype He Bbiie 25 °C.

18 | Shelf life / Cpok roanoern

2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* IIpn BbINycKe JIeKAPCTBEHHOI'0 MpenapaTa KOHTPOJIb Ka4ecTBAa N0 MOKA3aTe/1i0
«MHKpPOOHONOrHYecKas YACTOTA» NPOBOAUTCH AJiA Kaxaoi 20-oif cepum, MM A9 OTHO# CepHH B rof,
B 3aBHCHMOCTH OT TOI0, YTO HACTYIIHT paHbIle.

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykr cooTBercTRyeT TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
Ilogroroepneno:Ankit _

=

Checked by /
IIpoBepeHo: Nzgh Kumar
[y

--’-F-‘

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Manoj Kumar 1 ' /
{podtliul
—

Reprint Date /
Hara: 23.05.2022

Reprint Date /
MHara: 23.05.2022

Reprint Date /
Hata: 23.05.2022

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; L85195AP1984P1.CO04507
www.drreddys.com




