Dr.Reddy’s !':‘.

CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkenpecce (keToponak) TabAeTKH, IMCNEprupyemble B M0A0CTH pTa, 10 mr

Batch No / 1 V2202253 Batch Quantity / : 36,00,000 tab /
|Cepus Ne O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / 03.11.2022
AHaguTHYecKHi oTueT No JlaTa anaau3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JdaTa npousBoACTBA Toaen g0

Analysis performed according ND / Ananu3s nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 1 of 7/Crp.1u37

[ No . .

No Test / Tloka3aTenb Results / Pe3ynbTaThi 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. / Kpyrasie, miockue Kpyrinsie, miockue TabaeTky ¢ Gackon,
TabneTky ¢ ackoi, cBETNO- CBETJIO-)KENITOrO 1BETa C IPaBUPOBKOIA
JKENITOro UBeTa ¢ rPaBUPOBKOMA «l» Ha OIHOH CTOpPOHE.
«|» Ha OIHOH CTOpPOHE.

2 Identification / IloanuHHOCTB

Ketorolac / Kemoponax

a) Byuv/
Y®-cnextpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpbl
MOTJIOIIEHHS UCTIBITYEMOr0 pacTBOpa U
pacTBopa  cTaHIapTHoro  oOpas3sua
KETOpONiaka TpPOMETaMHHAa  JOJDKHbI
HMETh MAKCUMYMBI TIPH OHOH ¥ TOM e
IUTHHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Tpumeuanue: IIpogykTt cooTBeTCTBYET TpeboBanusm HJI

3akmawuenne: OJOBPEHO

Jara: 03.11.2022

Hara: 03.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ramakant [Mposepeno: Himesh Kumar Ono6peHo: Menemkep / Pykopoaurens

ot | | Manoj Kumar vl LLL@
Reprint Date / ) Reprint Date / Reprint Date /

Jara: 03.11.2022

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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'Product: Ketorol Express (ketorole Orally Disintegrating Tablets 10 mg
Mponyxr: Ketopon® Dkenpece (keToponak) TabneTku, AMcNeprupyeMble B nosnocty pra, 10 mr

Batch No / : V2202253 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / 03.11.2022
AHaguTHYecKnil oTyeT Ne JlaTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npou3BojcTBa I'oxen oo

Analysis performed according ND / Anann3 nposeaen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / uimeHenne Nel ot 27.12.2021)

Page2 of 7/Crp. 2 u3 7

No

Test / [Toka3zarenanb
No

Results / PesyabTaTsl

b) By HPLC /B2XX

Complies / CooTBeTCTBYET

Specification / Hopma

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 ynepxuBaHUS
OCHOBHOTO MHWKa Ha Xpomartorpamme
WCIIBITYEMOrO0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
VIEp)KHUBAHWA OCHOBHOrO MHKa Ha
XpoMarorpamme pacTBopa
cTaHaapTHoro ofpasLa KeTopoJiaka
TpoMeTaMKHa (pazmen

«KonuiecTBEHHOE ONPEETICHHED).

Remarks: The Product conforms to ND/
[Tpumeuanue: I[MpogykT cooTBeTcTBYET TpebopanuaM HJ{

Conclusion: APPROVED /
3axarouenune: OJOBPEHO

Prepared by /
ITonrorosneno:; Ramakant

Checked by /
Ipoeepeno: Himesh Kumar

L

Approved by: Manager/Executive /
OnobpeHo: Meunemxep / EyKOBonliTenb
Manoj Kumar Wil .

Reprint Date /
Hara: 03.11.2022

Reprint Date /
Jata: 03.11.2022

Reprint Date /
Jara: 03.11.2022

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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IIpoayxt: Keropon

(3

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (KeToposak) TabaeTky, AMcneprupyemMele B nonocty pra, 10 mr

Batch No / 1 V2202253 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / : 03.11.2022
Ananutnyeckuii oryer Ne JlaTa ananuia

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JdaTta npousBoacrsa Ionen oo

Analysis performed according ND / Anann3s nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3 of 7/Crp.3 u3 7

1;.00 Test / Iloka3zaTesnb Results / PesynbTaThbl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTB butylhydroxyanisole peaks on the
OYTHIArHAPOKCHAHM30JI 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 ynepxuBaHus
MHKOB  2-OyTUNTHAPOKCHAHMU3ONA U
3-0yTHNrHAPOKCHAHW30Ma Ha
XpomarorpaMme UCIIBITYEMOTO
pacTeBopa MOJDKHBl COOTBETCTBOBATH
BpeMeHaM YAEPKUBAHUS TIAKOB
2-6yTUArHAPOKCHAHU301a 7
3-6yTUNrMapOKCHanU30a Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOTO obpazua
OYTUNTHAPOKCHAHU30J1a (paznen
«CopepxaHue
OYTUITHAPOKCHAHH30Ia»).
4 Average weight / Cpeauss 714mg/ 71.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca O167,2Mr go 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorercTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3axnouenue: OJOBPEHO

Prepared by /
IToaroroeieHo: Ramakant

Checked by /
[Mpoeepeno: Himesh Kumar

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

Manoj Kumar Wt

Reprint Date /
Jara: 03.11.2022

Reprint Date /
Hara: 03.11.2022

Reprint Date /
JHara: 03.11.2022

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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Product: Ketorol Express (ketorolac) Orally Disintegraﬁg Tablets 10 mg
Ipoayxr: Keropon" Dkenpecc (keToposak) TabNeTKH, AMCIEPrUpyEMbIE B 1010CTH pTd, 10 Mr

Batch No / : V2202253 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / 03.11.2022
AnanaTudeckuii oryer Ne JlaTa ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jata npousBoacrsa T'onen no

Analysis performed according ND / Ananus nposenen nmo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel ot 27.12.2021)

Page4of 7/ Crp.4m37

1}? Test / Iloka3zaTenn Results / Pe3ysbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OxHOPOJHOCTB MACChI 2/20 tablets - not more than £ 20 % /

18/20 rtabnerok — He 6onee = 10%
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 22 sec /22 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb

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

. Ci1sH13NO3+C4H 1 NO; (ketorolac
= - 0,
Unit-28/ TAORE2 29 tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% 75%  (Q)  CisHisNO3*CsH iNO;3
i . (keToposiaka ~ TpOMETaMuH)  depes
Unit-4 / Tabn-4 102 % 15 MHH
Unit-5 / Ta6n-5 98 %
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHoCTh 710 pm sieve is formed. / O6pa3syerca
OHOPOMiHAs CYCIEH3MA, MpoXondias
CKBO3b CHTO C pa3MepoM OTBEpCTHI
710 MKM.

Remarks: The Product conforms to ND/
IMpumeuanue: [ponykT cooTBeTcTBYeT TpeboBaHusiM HJL

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
ITonrororneHo: P]amakant

Checked by /
ITporepeno; Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosogurens
Manoj Kumar \ 2
._%}?1\. e

a
Reprint Date /

Jara: 03.11.2022

Reprint Date /
Jara: 03.11.2022

Reprint Date /

Hara: 03.11.2022

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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'Product: Ketormi)_(p_ress (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Ketopon" Dkenpecc (keToposnak) TabaeTku, IUCneprupyemble B MosocTy pra, 10 mr

Batch No / 1 V2202253 Batch Quantity / : 36,00,000 tab/
|Cepnsi Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / 03.11.2022
AHanuTHYeCKHH oTyeT No Jlara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JMara npouspoacTea TI'ogen oo

Analysis performed according ND / Ananus nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

PageSof 7/Crp. Su3 7

8 Related impurities / PoagcreeHHble npumMecH

—

ketorolac 1-hydroxy analog /
1-ruppoxcunananor
KeTOpoJIaKa

Below Limit of Detection
(LOD:0.0010%)

ketorolac 1-keto analog/
1-keToaHaNor KETOpONaKa

0.02 %

Any unidentified impurity /
eNUHUYHAas
HeuaeHTHUIMpOBaHHAasN
pHMech

0.04%

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

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

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

Total impurities /
CymMma npumecei

0.1%

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

9 Water / Bona

2.2 %

Not more than 7.0% w/w /
He Gonee 7,0 %

10

Residual solvents by GC/ OcTaTro4yHble OpraHHYecKUue pacTBOPUTETH

Isopropyl alcohol /
H3zonponaHon

3 pg/tab / 3 Mkr B TabneTtke

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

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT coorBeTcTBYET TpeboBaHusMm HJI

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Hara: 03.11.2022

Jara: 03.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: Ramakant [Tposepeno: Himesh Kumar Opnobpeno: Menevkep / Pykosoautels

ngjd/ = ===, Manoj Kumar %M
Reprint Date / Reprint Date / Reprint Date /

MHara: 03.11.2022

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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CEPTHUOUKAT AHAJIM3A

"Product: Ketorol Express (ketorolac) Orally Dﬁtegrating Tablets 10 mg
Tpoaykr: Ketopon™ Dkcnpecc (KeToponak) TableTKH, ANCIIEPrUPYEMbIE B NOJIOCTH pTa, 10 Mr

Batch No / : V2202253 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 Tabd
Analytical Report No / : 890001624839 Date of Analysis / : 03.11.2022
Ananurnyeckui oryer No JlaTra anannsa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara npouspoacraa Togen mo

Analysis performed according ND / Ananu3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page 6 of 7/ Cip. 6 u3 7

11 Microbial enumeration tests / MukpodHosornyeckast umcrora*®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uncno He 6onee 1000 KOE/r
a3poOHbBIX MUKPO-

OpraHu3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiuee He 6onee 100 KOE/r

HYHUCIIO OAPOXIKEBLIX U
IMIJIIECHEBBIX I‘pI/I60B

¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTtctBUe B 1 1
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OanopoaHocTh 15.0 / IlpuemouHoe 3HayeHue (AV) He
JIO3UPOBAHMA 6onee 15,0.
13 Assay / KoinyecTBeHHOe 9.9 mg/99wMr From 90mg to 11.0 mg of
onpenesieHue (99.5%) Ci1sH13NO3*C4sH 1 1NO;3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
1 1,0 Mr C15H13N03‘C4H1 1NO3
(xetoponaxka TpoMetamuH) (ot 90,0 mo
110,0 % ot 3asABJIE€HHOr0 KOJHYECTBA) B

TabrneTke
14 | Butylhydroxyanisole 0.0963 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0963 mr B Tabnetke He menee 0,042 Mr B TabneTke
OyTUJArHAPOKCHAHU30J12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrorosneng: Ramakant IIpoeepeno: Himesh Kumar Opobpeno: Menemxep / Pykospaurensb
$ Cﬁl/ — I = Manoj Kumar hl"l@:ﬂ‘{
Reprint Date / . Reprint Date / Reprint Date /
Jara: 03.11.2022 Hara: 03.11.2022 Hara: 03.11.2022

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,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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"Product: Ketorol Exp_ress (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Dkcnpece (KeToposiak) TabNeTKH, IMCneprupyembie B 1070CTH pTa, 10 mr

Batch No / 1 V2202253 Batch Quantity / : 36,00,000 tab /
Cepust Ne Ob6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001624839 Date of Analysis / 03.11.2022
AvanuTnueckuii oruer Ne JlaTa aHanu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npouszBoacTBa Tomen oo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / mu3menenne Nel or 27.12.2021)

Page7of 7/ Crp. Tu3 7

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. / ITo 10 Tabnerok B
6nucrepe u3z ([JA/AJIIID ¢
BaaronoriotuteneM/[15BIT)
¢donwru // (IT3/AJ]) donsru. Ilo
2 6naucTepa ¢ MHCTPYKLMeEH IO
HNPUMEHEHHIO B nauxy
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
6nucrepe 13 (TTA/AJI/TID c
Baaronorjotutenem/I19BIT) donbru //
(IT3/AJ1) donbru. ITo 1 unum 2 6aucTepa ¢
HHCTPYKLMEA MO NMPUMEHEHHIO B MaukKy
KapTOHHYO.

16 | Labeling / MapkupoBka

According to ND / B coorserctBuu ¢ H/|

17 Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temniepatype He Boiuie 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.

* JIpu BbIDYCKeE JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KAYecTBa [0 HOKA3aTe 10
«MukpoduoIornyecKass YHCTOTA» NPOBOAUTCH AJIst KaKkaol 20-oii cepun, nnau Ajs OXHOH CepHH B Iox,
B 3ABHCHMOCTH OT TOr0, YTO HACTYIIMT PaHbIIe.

Remarks: The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
Zaxmouenune: OJNOBPEHO

Prepared by /
IToxaroroeneno: Ramalkant

Checked by /
[Tpoeepero: Himesh Kumar

L ————

=

Approved by: Manager/Executive /
Onob6peHo: Menemxkep / PykoBogurens
Manoj Kumar 'l

.:’T-P
gt
Reprint Date /

Hara: 03.11.2022

Reprint Date /
Jata: 03.11.2022

Reprint Date /
Jara: 03.11.2022

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



