Dr.Reddy’s €3¢

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

CEPTUPHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Mpoaykr: Keropon" Drcnpece (ketoposak) TabIeTKH, MCNEPrUPYEMbIC B MONOCTH pTa, 10 Mr

Batch No / : V2201404 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepun 36,00,000 Tad
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
ApauTndeckuii oryer Ne Jara ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jdarta npou3BoacTra T'open po

Analysis performed according ND / Ananus nposenen mo HJI;
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Pagelof 7/Crp. 1 u3 7

No . -
N Test / [lokazaTesb Results / Pe3ysbTaThl Specification / Hopma
1 Description / Onucanmne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "' debossed on one side. /
side. / Kpyrnsle, nnockne Kpyrnsle, nnockue tabnerki ¢ dackoi,
Ta0NeTKH ¢ Backoi, cBeTIO- CBETJIO-XKENTOrO LBETA C IPaBUPOBKOIL
JKEJITOrO LBETA C TPABUPOBKON «l» Ha oHOI1 cTOpOHE.
«l» Ha oaHOli cTOpOHe.
2 Identification / IoanuuuocTs

Ketorolac / Kemoponar

a) Byuv/
Y®-cnekrpodoromerpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpsl
TIOTJIOLLEHHS HCTIBITYEMOrO pacTBopa
pacTBopa  CTaHAAPTHOrO  ofpasua
KeTOpoJiaka TpPOMETAMHHA  JOJIXKHEI
HUMETbh MAKCUMYMbl [IPH OHOU M TOH Xxe
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr coorBeTcrByeT TpeGosanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
Iloarorosneno: Pardeep Kumar

-

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonutenb
Pavan Kumar Sharma L —

| —

Reprint Date /
Hara: 29.07.2022

Reprint Date /
Hara: 29.07.2022

Reprint Date /
Hara: 29.07.2022

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




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
www.drreddys.com

CEPTHO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa" Dkenpece (keToposak) TabeTku, AMCNEpripyembie B NOJ0CTH pTa, 10 mr

Batch No / : V2201404 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6nem cepun 36,00,000 Ta6
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AHanuTHueckHii oryer No Jara ananusza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npousBojcTBa I'open po

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

No Test / ITokaszaTenb

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BOXKX

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). / Bpemsa yaepxuBaHusA
OCHOBHOIO [MHMKa Ha XpOMarorpamme

UCMLITYEMOTO  PacTBOpa  HOJIKHO
COOTBETCTBOBAThH BpeMeHHU
YAEPXKMBAHMS OCHOBHOTO MNMKAa Ha
XpoMmarorpamme pacTBopa
CTaHJapTHOro obOpasua KeTopoJiaka
TpOMeTaMUuHa (paznen

«KoJIMueCTBEHHOE ONpeaeieHHEN).

Remarks : The Product conforms to ND/

Ipumeuanue: Ipoaykr coorsetcTByeT TpebGopanusm HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Kumar | [Mposepenq: Himesh Kumar Onobpeno: Menemxep / Pykosoauresib
= Dj/"”‘ Pavan Kumar Sharma ——
_af—) : . A
Reprint Date / Reprint Date / Reprint Date /
| Hara: 29.07.2022 Hara: 29.07.2022 JlaTa 29 07 2022
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CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dxenpece (keToponak) TabneTkH, AUCIEPripyeMble B 0A0CTH pTa, 10 Mr

Batch No / : V2201404 Batch Quantity / : 36,00,000 tab /
Cepust No O6bem cepun 36,00,000 tad
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AHanTHUeCKHiH oTUyeT Ne Jarta ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npousBoacrea I'onen xo

Analysis performed according ND / Anann3s nposegen mo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
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i: Test / [lokazaTenn Results / PesynbTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYCT The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butythydroxyanisole peaks on the
Oy THJITMAPOKCHAHH30J1 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
MUKOB  2-OyTWITMAPOKCHAHU30Ad W
3-0yTUNTUOPOKCHAHI30TIA Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpEMEHaM yAepKUBaHUS THKOB
2-0yTHATMIPOKCHAHH30Jia "
3-0yTUATH/IPOKCHAHH30T1a Ha
Xpomarorpamme pacTBopa
CTaHJAPTHOTO odpazua
OyTHATHAPOKCHAHU30a (paznmen
«Conaepxanue

OYTHITHAPOKCHAHH30J1a»).

4 Average weight / CpeaHsisi
macca

68.7mg/ 68.7 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
O1 67,2 Mr no 72,8 Mr (70,0 mr £ 4,0 %).

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilponykr coorBercTBYeT TpeGoBanuam HJT

Conclusion : APPROVED /
3axmwuenune: OJJOGPEHO

Hara: 29.07.2022

Hara: 29.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Pardeep Kumar | ITposepeno: Himesh Kumar Onobpeno: Menemxep / PykopounTes
Qf_/ ) — Pavan Kumar Sharma e
— | — \ e
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2022

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: L85195AP1984PL.CO04507
www.drreddys.com
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CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Hpoaykr: Keropon" Dxenpece (KeToposiak) TabAeTKH, AMCNCPIUpYeMble B NOAOCTH pTa, 10 Mr

Batch No / : V2201404 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6nem cepun 36,00,000 Tad
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AnanuTudeckni oruer Ne JlaTa ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTta npousBoacrea T'ogen no

Analysis performed according ND / Ananuns nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page4 of 7/ Cip. 4uz 7

1}00 Test / MokazaTenn Results / PesynbTaTnl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOPOIHOCTL Macchl 2/20 tablets - not more than = 20 % /

18/20 rabnetok — He Gonee + 10 %
2/20 tadbnetok — He Gonee + 20 %

5 Disintegration time / 13 sec/ 13 cex Not more than 3 min / He 6oJjiee 3 mMun
Pacnagaemocthb

6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of

. Ci5sH13NO3+CsH | 1NO; (ketorolac
Unit-2 / Tabxr-2 100k tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97% 75%  (Q)  CisHisNO3*C4H11NO;3

) _ . (keTopoJaka  TPOMETaMHH)  uepes
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabn-5 99%

Unit-6 / Tadn-6 101%

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

HucnepcHocTs 710 um sieve is formed. / Obpa3yercs
ONHOPOJIHAsA CYCIIEH3MA, TMPOXOAALIAsn
€KBO3b CHTO C pa3MepoM OTBEPCTHIA
710 MKM.

Remarks : The Product conforms to ND/
[Ipumeuanne: [Ipoaykr cooTBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by /
Ioarotoeneno: Pardeep Kumar

c\f‘/ﬁ

Checked by /
ITposeperno; Himesh Kumar

 —

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

Pavan Kumar Sharma _j_,...a —
]

Reprint Date /
MJara: 29.07.2022

Reprint Date /
Hata: 29.07.2022

Reprint Date /
Hara: 29.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, 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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CEPTHOPHUKAT AHAJIM3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ poayxr: Ketopon" Dkcripece (ketopoiak) TabaeTky, aMcneprupyemble B onocth pra, 10 mr

Batch No / 1 V2201404 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AHaauTu4eckHii oTyer Ne Jlara anannza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
HaTta nponspoacrea I'ogen no

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

PageSof 7/Crp. Suz 7

8 Related impurities / Poacreennsie npumecu

ketorolac 1-hydroxy analog /
1-runpokcuananor
KETOpoJiaka

BDL (Disregard Arca 931)

ketorolac 1-keto analog/
1-xeToaHanor keroposnaka

0.10 %

Any unidentified impurity /
eAMHUYHAs
HenaeHTHULHpOBaHHAs
npUMech

0.05%

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

Not more than 0.5 % / He 6o1ee 0,5 %

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

Total impurities /
CymMa npumeceii

02%

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

9 Water / Boaa

2.3%

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

10

Residual solvents by GC/ OcTaTouHble oOpraHu4eckue pacTBOPUTENH

Isopropyl alcohol /
H3zonpomnaHon

5 ug/tab / 5 Mkr B TabneTke

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

Remarks : The Product conforms to ND/
[Ipumeuanne: Ilponykr cootBercTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Hara: 29.07.2022

Jara: 29.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Pardeep Kumar | INposepeno: Himesh Kumar OnobpeHo: Menemxkep / Pykoeonurens

ﬁ = Pavan Kumar Sharma fr———=._
Reprint Date / Reprint Date / Reprint Date /

Hata: 29.07.2022

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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CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[poayxr: Keropon" Drenpece (keToponak) TabieTku, AUcneprupyemble B NofocTH pra, 10 Mr

Batch No / : V2201404 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AnanuTnyeckuii oryer Ne Jara ananm3za

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npousBoacTBa I'omen mo

Analysis performed according ND / Ananus nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 uz 7

11 Microbial enumeration tests / Mukpo6uoJjioruueckan yucTora*®
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHbIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61wuee Menee 10 KOE/T He 6onee 100 KOE/r
YHUCNO APOXKIKEBBIX H
IIECHEBBIX IPHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcytcTBYET OtrcyrctBue B 1 1
12 | Uniformity of desage units / 4.8 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IMpuemouHoe 3Havenue (AV) He
AO3MPOBAHUS Gonee 15,0.
13 | Assay/ Konuuecrsenuoe 9.8 mg/9.8 mr From 90mg to 11.0mg  of
onpeaeseHHe (98.1 %) CisH13NO3C4H |1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
11,0 Mr C15H13NO3'C4H11NO3
(xeroponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asABIEHHOTO KONUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0896 mg/tab / Not less than 0.042 mg/tab /
content / Cogepkanue 0.0896 mr B Tabnerke He menee 0,042 mr B Tabnetke
OyTHArNApOKCHAHH30J1a

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeGoBanuam HJI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Pardeep Kumar

=l

—

< =

Checked by /
ITposepeno: Himesh Kumar

\

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / Pykdsoaurenn
Pavan Kumar Sharma j

L—

Reprint Date /
| Hara; 29.07.2022

Reprint Date /
Jlata: 29 07 2077

Reprint Date /
Jlara: 29,07.2022

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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CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Drenpece (ketoponak) TabneTku, AMCNepripyemble B NONoCTH pra, 10 mr

Batch No / 1 V2201404 Batch Quantity / : 36,00,000 tab /
Cepusi No Oo6wem cepuu 36,00,000 Tab
Analytical Report No / : 890001602884 Date of Analysis / 23.07.2022
AHanauTnyecknii oryer Ne JaTta ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npouspoacrea T'ogen no

Analysis performed according ND / Ananuz nposeaen no HJI:

JITI-004929-011119 (amend Nel from 27.12.2021 / nzmenenue Nel or 27.12.2021)
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15 | Package/ Ynakoeka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TaGnetok B
information leaflet in a carton | Gnucrepe u3 (ITA/AJI/TID c
pack. / Tlo 10 Tabnerox B | Bnaromornotutenem/I12BII) donbru //
baucrepe w3 (MMA/AJVIIS ¢ | (IT9/AJ1) dponbru. ITo 1 win 2 6nucrepa ¢
Biaronoraorutenem/I12BIT) HHCTPYKUMEN MO NMPUMEHEHUIO B MavyKy
doneru // (IT3/AJ1) donbru. Tlo | kapToHHYIO.

2 bnucrepa ¢ UHCTPYKUMEH MO
NPUMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B coorBetcTBum ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boline 25 °C.
XpaHeHue
18 | Shelflife / Cpox roaunocru 2 years /2 ropa

* 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.

* Ilpn BBIMYCKE JIEKAPCTBEHHOI0 MPeNapara KORTPOJIb KauecTBa 110 M0KA3ATE 0
«MHKPOGHOIOrHYECKas YHCTOTA» MPOBOAUTCH IS Kaxaoi 20-0ii CepHH, HIIH 1181 OAHOI CepPHH B roj,
B 3aBHCHMOCTH OT TOI'0, 4TO HACTYIIUT PaHbIIe.

Remarks :

The Product conforms to ND/
[Tpumeuanue: [poaykr coorsercTByer TpeboBanusm HJT

Conclusion : APPROVED /
3akawuenne: OJTIOBPEHO

Prepared by /

Humviusicnu. Padeep Kuinut

e

Checked by /
Ipousepero: Himesh Kumat

3 =

Approved by: Manager/Executive /
UnobpeHo: Menenxep / Py KOBOIMTENb
— Pavan Kumar Sharma

1

Reprint Date /
Hara: 29.07.2022

Reprint Date /
Jara: 29.07.2022

Reprint Date /
Jara: 29.07.2022
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