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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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dxenpece (ketoponak) TabieTky, AMCIeprupyemble B NoiocTh pra, 10 mr

Batch No / 1 V2201726 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6vem cepuu 36,00,000 Tab
Analytical Report No / : 890001611767 Date of Analysis / 03.09.2022
AHauTHYeCKHil oT4yeT No JlaTa anaanza

Date of Manufacture / : Aug.2022 Date of Expiry/ Jul.2024
JlaTa npousBoacTBa T'onen xo

Analysis performed according ND / Ananuns nposeaen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Pagelof 7/ Crp.1m37

Y ®-cniekTpo@oTOMETpUs

1;.? Test / [lokasaTennb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrisie, nmiockue Kpyrisie, niockue TabneTk ¢ Gackoi,
TabneTky ¢ dackoit, ceeTo- CBET/NO-XKETOr0 1[BETA C IPAaBUPOBKOM
JKENTOro LBETa C IPaBUPOBKOM «l» Ha OHOM CTOpPOHE.
«» Ha OIHO! CTOPOHE.
2 Identification / IloanuHHOCTD
Ketorolac / Kemoponak
a) ByUV/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crnexTpsl
MOMIOLLEHHS UCTILITYEMOTO PacTBOpa U
pacTeopa  CTaHIapTHOro  obpasua
KeTopoJiaka TPOMETaMUHA  JIOJKHBI
MUMETh MAKCUMYMbI TIPU OTHOH U TOI xe
JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: [Iponykr coorBeTcTByeT TpeboBaHMAM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

IToarorosieHo: PravetRana

p )

[Tpoeepeno: Ramakant

Qulpt

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

Amit Kumar ' .
\—

Reprint Date /
Jara: 03.09.2022

Reprint Date /

Hara: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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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CEPTUPHUKAT AHAJIM3A

Product : Ketorol Ex;?res—s(keto_rolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon” Dxcnpece (ketoposiak) TabneTku, AWCeprupyemMbie B MoaocT pra, 10 Mr

Batch No / 1 V2201726 Batch Quantity / : 36,00,000 tab /
Cepus Ne Obbem cepuu 36,00,000 Tab
Analytical Report No / : 890001611767 Date of Analysis / 03.09.2022
ABaTuTHYecKHii oTyeT No JlaTa amannsa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npon3BoacTBa TI'ogen no

Analysis performed according ND / Auanu3 nposeaen nmo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenune Nel or 27.12.2021)

Page2 of 7/Crp. 2 m3 7

No

No Test / Noka3arennb

Results / Pe3yabTaThl

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBETCTBYET

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 ynepkmBaHus
OCHOBHOI'O MHKa Ha XpoMaTorpamme
ACTILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
yOCP)KMBAHUA OCHOBHOIO TNHKAa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOIO KeTOpoJiaKa
TpOMeTaMHHa (paznen
«KonuecTBeHHOE OTIPEENEHUEY).

obpazua

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooreercTByeT TpeboBanmusam HJ{

Conclusion : APPROVED /
Zaxmouenue: OJIOGPEHO

Prepared by /
[HoarorosneHo: Pravesh Rana

A

Checked by /
[1poeepeno: Ramakant

&

Approved by: Manager/Executive /
Onob6peHo: Menemxkep / PykoBonutens
Amit Kumar N

| .

Reprint Date /
Jara: 03.09.2022

Reprint Date /
Jlara: 03.09.2022

Reprint Date /
Jlara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IpoaykT: Keropon” Dkcnpece (ketoponak) TabneTku, AWCNEprupyemsie B oaocTH pra, 10 mr
Batch No / : V2201726 Batch Quantity / : 36,00,000 tab /
Cepust Ne O06nem cepuu 36,00,000 Tab
Analytical Report No / : 890001611767 Date of Analysis / : 03.09.2022
AHaJUTHYEeCKMI oTdeT Ne Jara agaansza

Date of Manufacture / : Aug.2022 Date of Expiry / 1 Jul.2024
Jara npou3BoOACTBa Tonen o

Analysis performed according ND / Ananus nposenen no H/I:

JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page3 of 7/ Crp. 3 n3 7

i.g Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoaauHHOCTL butylhydroxyanisole peaks on the
Oy TUNITHAPOKCHAHH30JT 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 ynepxuBanus
MUKOB  2-OyTUIATHIPOKCHUAHHU30/IA U
3-6yTHArHPOKCHAHK301a Ha
XpoMaTorpaMme HUCMLITYEMOTO
pactBopa JOJDKHbI COOTBETCTBOBATh
BpeMeHam YAEpXKNUBaHUS MTHKOB
2-0yTWITHAPOKCHAaHN30J1a u
3-OyTUNruapoKcHaHu3oNa Ha
XpoMaTorpaMmme pactBopa
CTaHAapTHOTO obpazua
6yTUITHAPOKCUAHH30JIA (paznen
«CopnepxaHue
OYTUNTHAPOKCHAHKU3O0JIAM).
4 Average weight / CpeaHss 69.2 mg/ 69.2mMr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[Tpumeuanue: Ilponykt coorBeTcTBYET Tpeboanusam HJJ 3axnwyenne: OJOBPEHO

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

[Moarorosneno: Pravesh Rana Ilpoeepeno: Ramakant Onobpeno: Menemxep / PykoBoautens
(C,\ @t EU-;‘I Amit Kumar \_r\\ﬁ/ )

/ J-_-— /
Reprint Date / Reprint Date / Reprint Date / '
Jata: 03.09.2022 Hara: 03.09.2022 JHara: 03.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email
CIN: L85195AP1984PLC004507
www.drreddys.com

: mail@drreddys.com
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(%

HpopykT: Ketopon

'Product : Ketorol Express (ketorolac) Orally Disintegrat_ing Tablets 10 mg
Oxcnpece (keToponak) TabneTku, AMCNeprupyemble B nonocTu pra, 10 mr

Batch No / : V2201726 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0vem cepun 36,00,000 Tab
Analytical Report No / : 890001611767 Date of Analysis / 03.09.2022
AHaguTHYeCKHIi oTueT No JlaTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta npou3BOACTBA T'oaen no

Analysis performed according ND / Ananus nposenen no H/L:
JITT-004929-011119 (amend Nel from 27.12.2021 / u3zmenenune Nel ot 27.12.2021)

Paged4 of 7/ Crp. 4u3 7

1;00 Test / IlokasaTenn Results / PesynbTatsi Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gonee * 10 %
2/20 Tabnetrok — He 6onee + 20 %

5 Disintegration time / 19 sec / 19 cex Not more than 3 min / He 6osee 3 muH
Pacnagaemoctsb

6 Dissolution / PacTBopenune Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of

. Ci5H13NOz+C4H 1 1NO; (ketorolac
= - V]
Unit-2 / Ta6n-2 ke tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3CsHiiNO;
. . (keToponaka  TpPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100 % ISR
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 101 %

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

JducnepcHocTh 710 pm sieve is formed. / Obpasyercsa
OJHOPOAHAA CYCIEH3MsA, MNpOoXOoAsias
CKBO3b CHTO C pasMepoM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/
[Mpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHUAM H/|

Conclusion : APPROVED /
Zaxmodyenune: OJOBPEHO

Jara: 03.09.2022

Hara: 03.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Pravesh Rana [IpoBepeHo: Ramakant Onobpeno: Menemxep / Pykosogutens
. o Amit Kumar /l,.“vf‘/
/ ( —
Reprint Date / Reprint Date / Reprint Date /

Jara: 03.09.2022

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Tel : +91 98166 56001-02
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CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Okenpece (keroponak) tabieTku, AMCHeprupyemsle B nonocty pra, 10 mr

Batch No / : V2201726 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepuu 36,00,000 Tad
Analytical Report No / : 890001611767 Date of Analysis / 03.09.2022
Ananurnyecknii oruer Ne JlaTa anangunsa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JlaTa npou3BoacTBa Toaen oo

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

PageSof 7/ Crp. Sn3 7

8 Related impurities / PogcTeeHHble npuMecu

ketorolac 1-hydroxy analog /
l-ruppokcuananor
KeTopoaKa

Not Dctected

ketorolac 1-keto analog/
1-keToaHanor KeTopoJsaxka

0.05 %

Any unidentified impurity /
eIMHUYHAs
HeUIeHTHUIHPOBAHHAsA
nprMech

0.04%

Not more than 0.5 % / He 6onee 0.5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma npumecei

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaga

23%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4yHble OpraHuyecKue pacTBOPHTENH

Isopropyl alcohol /
Hzonponaxon

05 pg/tab / 05 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabneTke

Remarks : The Product conforms to ND/
ITpumevanue: IlponykT cooTseTcTBYET Tpebobanuam H/I

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Pravesh Rana HpOBepeHo@imakam OnobpeHo: Menemxkep / PykoBogurens

5 Amit Kumar 2N
Reprint Date / Reprint Date / Reprint Date / ‘

Mara: 03.09.2022

Jara: 03.09.2022

Jlara: 03.09.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon™ Dkenpecc (keTopoliak) TabAeTKH, AUCAEPrupyeMble B MOJI0OCTH pTa, 10 Mr

Batch No / 1 V2201726 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0bem cepuH 36,00,000 Tab
Analytical Report No / : 890001611767 Date of Analysis / 03.09.2022
AnanurTHuecknii oruer Ne JlaTta ananu3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npousBoacTBa Tonen go

Analysis performed according ND / Ananu3 nposegen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 m3 7

11 Microbial enumeration tests / Mukpo6mnoJiornieckas Yyucrora*

a) Total Aerobic Microbial
Count / Obuiee yucino
a’3poOHBIX MUKPO-
OpraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6uee
YHCNIO OPOXIKEBBIX U
MJIECHEBBIX IPHOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli Absent / " Shell be absent in 1 gram /
OTtcyTcTBYET OrcytcTBHE B I T
12 Uniformity of dosage units / 54 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / TlpuemouHoe 3HayeHue (AV) He
03MPOBAHHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOe 9.9mg/9.9 mMr From 9.0mg to 11.0 mg of
onpeaesienne (99.3%) C15H13NO3°CsH11NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 Mmr C15H13NO3‘C4H11NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asABIIEHHOTO KOJMYECTBa) B
TabneTke

14 Butylhydroxyanisole
content / Conepxanue
OyTHJIrHAPOKCHAHU30/2

0.0914 mg/tab /
0.0914 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTke

Remarks : The Product conforms to ND/

IMpumeuanue: [Ipoaykt cootBeTcTBYET Tpeboranusam H/I

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / p Checked by / Approved by: Manager/Executive /
[ToarorosneHo: PravﬁRana IIpoBepeHo: Ramakant OnobpeHo: Menemxkep / Pykopoaurens
Amit Kumar X
u ,
e P
Reprint Date / Reprint Date / Reprint Date /

Hata: 03.09.2022

Jara: 03.09.2022

Jlara: 03.09.2022

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

CIN: L85195AP1984PLLCO04507

www.drreddys.com
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (KeToponak) TabneTkH, IUCNeprupyemble B MoaocTi pra, 10 mr

[qY

Ilpoaykt: Ketopon

Batch No / 1 V2201726 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tad
Analytical Report No / : 890001611767 Date of Analysis / ¢ 03.09.2022
ApaJuTHYeCKUH oTyeT Ne JaTa ananu3za

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3 npoeaen mo H/L:

JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)
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15 Package / YnakoBka

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. / Tlo 10 Trabnerox B
6nucrepe w3z (ITA/AJVIID ¢
Biaronornotutenem/I19BIT)
donsru // (T13/AJ]) donsru. Io
2 6nucrepa ¢ UHCTPYKLHMEH Mo
NpUMEHE HUIO B navky
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 Tabnetok B
6nuctepe u3 (TTA/AJITID c
piaronornoturenaeM/II2BIT) donern //
(TI3/AJT) donbru. ITo 1 vnu 2 6nucrepa ¢
MHCTPYKLMEH MO NPUMEHEHUI0 B MNaukKy
KapTOHHYIO.

16 | Labeling / MapxupoBka

According to ND / B cootBeTcTBum ¢ H]

17 Storage conditions /
XpaneHue

Below 25 °C. / IIpu Temnepatype He Belwue 25 °C.

18 Shelf life / Cpok roanoctn

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.

* JIpn BoIMycKe JeKapCTBEHHOI0 NpPenapaTa KOHTPOJb KAa4eCcTBa M0 MOKa3aTe o
«MHKpoOHOJOrHYeCKAaA YHCTOTA) NPOBOAUTCA sl Kaxaoi 20-o0if cepun, HiaM Qs OJHOH CEPHH B Iof,
B 3aBHCHMOCTH OT TOr0, YTO HACTYNHUT PAHBIIIE.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTrcTByeT Tpebopanuam HJ

Conclusion : APPROVED /
Zaxawyenue: OJJOBPEHO

Prepared by /
IToaroroseHo: Pravesﬁana

Checked by /
Ilposepeno: Ramakant
g

A

Approved by: Manager/Executive /
OnobpeHo: Meuemxep / Pykoronurens

Amit Kumar
A

Reprint Date /
Hara: 03.09.2022

Reprint Date /

Hata: 03.09.2022

Reprint Date /
Jara: 03.09.2022

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: L85195AP1S84PLC004507
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