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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labhoratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTku, AUCIEprupyeMbie B MOA0CTH pta, 10 Mr
Batch No / : V2201483 Batch Quantity / : 36,00,000 tab /
Cepusa No O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001604640 Date of Analysis / : 30.07.2022
AHanuTH4ecKHi oTyet Ne Jara ananuza
Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
HdaTta npou3BoacTBA TI'onen go
Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / nzmenenue Nel ot 27.12.2021)

Pagelof 7/Crp. 1 u37

No . .
No Test / Iloka3zaTeanb Results / PesyabTaThl 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. / Kpyrnble, nnockue Kpyrisle, miockue TabneTky ¢ ¢ackofi,
TabneTkH ¢ dackoil, cBeTIO- CBETJI0-XKENTOr0 LBETA C I'PaBUPOBKOI
JKENTOro [BETA C IPaBUPOBKO «l» Ha OTHO CTOPOHE.
«I» Ha OHO# cTOpOHE.

2 Identification / IlonaunHoCTH

Ketorolac / Kemopoaak

a) ByUv/
V®-cnektpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solutton and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrpsl
HOIJIOIIEHUS UCMBITYEMOTO PacTBOpa M
pacTBopa  CTaHAapTHOro  obpasua
KeTopoiiaka TPOMETaMHHA  JOJIXKHBI
HMETb MaKCHUMYMBI [TPH OJHOM U TOM Xe
IUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akmouenne: OAOBPEHO

Prepared by /
[oarotopnerio: Pardeep Kumar

o —

Checked by /
ITpogeperio: Himesh Kumar

-

Approved by: Manager/Executive /
Omo6peno: Menemxep / Pykoeonuret

Pavan Kumar Sharma L':”:/Tif/
=

Reprint Date /
Hata: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hata: 30.07.2022

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
www.drreddys.com
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IIpoaykr: Ketopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dxenpece (keToposiak) TabNeTKy, AUcneprupyemble B ojoctu pra, 10 mr

Batch No / 1 V2201483 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001604640 Date of Analysis / 30.07.2022
AHajuTHYecKHUii oTyeT No JlaTa ananuza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npou3BoAcTBa I'ogen go

Analysis performed according ND / Anann3 npoeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel o1 27.12.2021)

Page2o0f 7/Crp. 237

No

No Test / [TokasaTennb

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BDXKX

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 ynepxuBaHus

OCHOBHOI0 fiMKa Ha XpoMarorpamme

UCMIBITYEMOTO ~ PacTBOpa  AOJDKHO
COOTBETCTBOBATH BpEMEHU
yIEPXUBaHHs OCHOBHOTO TNHKa Ha
Xpomarorpamme pacraopa
CTaHjpapTHoro ofpasua KeTopojaka
TPOMETaMHHA (paznen

«KonM4ecTBEHHOE ONPENENICHUEN).

Remarks : The Product conforms to ND/
[Ipumeuanne: Ilpoaykr cooTsercTBYeT Tpebopanusm HJ{

Conclusion : APPROVED /
Saxiouenne: OJOBPEHO

Prepared by /

IToaroroeneno: Pardeep Kumar

Checked by /
[Iposepero: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoauren
Pavan Kumar Sharma =

b

-

g

A
e

—

Reprint Date /

Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Hara: 30.07.2022
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HpoayxT: Keropon™

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (keToposiak) TadJIeTKH, AUucneprupyeMble B MoJocTu pta, 10 mr

Batch No / : V2201483 Batch Quantity / : 36,00,000 tab /
Cepuna Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001604640 Date of Analysis / : 30.07.2022
AnajuTHdecknii otyer Ne JlaTa ananusa

Date of Manufacture / : Jul.2022 Date of Expiry / : Jun.2024
Jara npousBoacTBA I'open no

Analysis performed according ND / Ananns nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel o 27.12.2021)

No

No Test / [loka3zaTenas

Page3of 7/Crp.3u37
!

Results / Pe3yabTaThl Specification / Hopma

3 Identification
Butylhydroxyanisole /
HoanuuHOCTL
OYTHATHAPOKCHAHH30J

Complies / CooTBeTcTByeT The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution
should correspond by the retention tiimes
to 2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHa ynepxuBaHUS
MUKOB  2-0yTHUITMApOKCHaHW30Ma U
3-OyTHITHIPOKCHAHN301a Ha
XpOMaTorpaMme HCIILITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATD
BpeMeHaM yIepXXUBaHUs TTHKOB
2-6yTUITHAPOKCHAHN30NA U
3-6yTWITHIPOKCHAHU30/1a Ha
XpoMaTtorpamme pacTBOpa
CTaHAapPTHOTO obpasua
OyTHArHIPOKCUAHU30JIa (pazmen
«CopepxaHune
OYTHITHOPOKCUAHU30JIA).

4 Average weight / Cpeansis 70.2 mg/ 70.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

mMacca

Ot167,2 Mr 5o 72,8 Mr (70,0 Mmr+4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpuMeuanue: IIponykTt cootseTcTBYET TpeboBaHusam HJT 3akarouyenne: OJOBPEHO

Prepared by /

Checked by / Approved by: Manager/Executive /

[Moarorosneno: Pardeep Kumar | IIpoBepeno: Himesh Kumar Onobpeno: Menemxkep / Pykosoautens

=

e ' Pavan Kumar Sharma ',,.--:;;/,/
< ' N

Reprint Date /
Hara: 30.07.2022

Reprint Date / Reprint Date /
Hara: 30.07.2022 Hara: 30.07.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabieTkH, JUCeprupyeMble B nosiocTy pra, 10 mr

Batch No / : V2201483 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6bem cepun 36,00,000 tad
Analytical Report No / : 890001604640 Date of Analysis / 30.07.2022
AHanuTHYecKnii oryer Ne JlaTa aHa/au3a

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npou3Bojcrea T'oxen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page4of 7/ Crp. 4n37

i? Test / lokasaTenb Results / PesynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTHL MaCChl 2/20 tablets - not more than + 20 % /

18/20 rabnerok — He Gonee =10 %
2/20 tabnerok — He 6onee £+ 20 %
5 Disintegration time / 19 sec/ 19 cek Not more than 3 min / He 6onee 3 Mmux
Pacnapaemocth
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 93% Not less than 75% (Q) of
. C5sH3sNO3*C4H ;1 NO; (ketorolac
= = V]
IS L0n2 93% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 94% 75% (Q)  CisHisNO3*CqHi1NO3
. . (xeToponaka  TpOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 97% Ty
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/
JAucnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / ObpasyeTcs
OJIHOPOJHAs CYCTIEH3Us, NPOXOIIIIAsn
CKBO3b CHTO C pa3MepoOM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipogykr coorsercTByet Tpebopanuam HJJ

Conclusion : APPROVED /
3axouenune: OJJOBPEHO

Prepared by /
Hoarorosneno: Pardeep Kumar

=

Checked by /
ITpoeepeHo: Himesh Kumar

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

R

Pavan Kumar Sharma e
e

Reprint Date /
Jlarta: 30.07.2022

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jara: 30.07.2022
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkenpecc (keroponak) TablieTku, AWCMeprupyeMble B NoNocTH pra, 10 mMr

Batch No / 1 V2201483 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepuu 36,00,000 Tab
Analytical Report No / : 890001604640 Date of Analysis / 30.07.2022
AHaJIHTHYECKHIT oT4eT Ne Jara anaanza

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
Jara npou3BoacTBa T'open no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page5of 7/ Crp. Su3 7

8 Related impurities / PoacTeeHHbie npumecu
ketorolac 1-hydroxy analog / Less than LOQ (LOQ: 0.0032%) Not more than 0.5 % / He 6osnee 0,5 %
l-rugpoxkcuanaior
KeTopoJlaKa
ketorolac 1-keto analog/ 0.05 % Not more than. 0.5 % / He 6onee 0,5 %
1-keToaHaNor KeToponaka
Any unidentified impuirity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eMUHUYHAS
HeUAEHTH(ULMPOBAHHAS
IpUMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Bona 2.3% Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyecKue pacTBOPUTENH

Isopropyl alcohol /
H3zoeiiponakon

2 pg/tab / 2 mkr B Tabnerke

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooTeTcTBYeT TpeboBaHusam HJT

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Pardeep Kumar

Checked by /
[Tpoeepeno: Himesh Kumar

e A

Approved by: Manager/Executive /
OpobpeHo: Menemxkep / Pykosogurens
Pavan Kumar Sharma e

Apr——=

Reprint Date /

Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022
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Hponykr: Ketopon’

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpecc (keToponak) TabJieTkH, AMCNEPrUpYEMbIE B IONOCTH pTa, 10 Mr

Batch No / : V2201483 Batch Quantity / : 36,00,000 tab /
Cepus Ne 06bem cepun 36,00,000 Tad
Analytical Report No / : 890001604640 Date of Analysis / : 30.07.2022
AHaguTHyeckHnii oTyet No Jara ananu3a

Date of Manufacture / : Jul.2022 Date of Expiry / ¢ Jun.2024
JaTa npousBoacTBa Togen go

Analysis performed according ND / Ananans nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 Microbial enumeration tests / Mukpoouosiornyeckast 4ncrora*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Meunee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obiee Mewnee 10 KOE/r He 6osee 100 KOE/r
YHCIIO APOKIKEBBIX U
NNECHEBbIX IPHOOB
c¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcytcTBUE B 1 T
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / [IpuemouHoe 3naueHue (AV) He
JO3UPOBAHHUS 6onee 15,0.
13 Assay / KoainuecTBeHHOE 9.9 mg/9.9 Mr From 9.0mg to 11.0 mg of
omnpeneeHHe (99.1 %) CisH13NO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
11,0 MI C15H13NO3‘C4H1 1NO3
(ketoponaka TpoMmeramuH) (ot 90,0 mo
110,0 % OT 3asBJIeHHOTO KOJMYECTBa) B
Tabnerke
14 | Butylhydroxyanisole 0.0911 mg/tab / Not less than 0.042 mg/tab /
content /[ Coaepxanune 0.0911 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THATHAPOKCHAHH30J1a

Remarks : The Product conforms to ND/
[Tpimeuanue: [TponykT cooTseTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[oxroroeneno: Pardeep Kumar | Tpoeepeno: Himesh Kumar

<>£—7 = S

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoautens
Pavan Kumar Sharma /% ,_,:;*’:____,

Reprint Date / Reprint Date /
Harta: 30.07.2022 Jara: 30.07.2022

Reprint Date /
Jara: 30.07.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon" Dkenpecce (ketoposak) TabyieTku, AUCMEPrUpyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2201483 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuu 36,00,000 Tab
Analytical Report No / : 890001604640 Date of Analysis / 30.07.2022
Adaaurnyeckuii otuer No JlaTa anaausa

Date of Manufacture / : Jul.2022 Date of Expiry / Jun.2024
JaTa npou3BOACTBA T'open no

Analysis performed according ND / Ananus nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenune Nel ot 27.12.2021)

Page7of 7/ Crp. Tuz 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. / Ilo 10 Tabnerox B
6nuctepe u3 (IA/AJVIID ¢
siaronornoturenem/[I15BIT)
donbru // (IT3/AJT) donsru. Ilo
2 6nuctepa ¢ MHCTPYKUMEH Mo
DPUMEHEHHIO B MayKy
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. / [To 10 ‘rabnetok B
onucrepe n3 (TTA/ATI/TID c
praronornotureneM/II3BIT) donbrun //
(II3/AJ]) donbru. o 1 unu 2 6nucTepa ¢
MHCTpYKLMEH MO NPUMEHEHHIO B MNMaykKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBumn ¢ HJI

17 Storage conditions /
XpaneHue

Below 25 °C. / Ilpu Temneparype He Bbile 25 °C.

18 Shelf life / Cpok roanocTn

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.

* TIpu BBINYCKE JIEKAPCTBEHHOI0 MPenapaTa KOHTPOJIb KAaYeCTBa N0 MOKA3ATEeI0
«MHEKpOOGHOIOrHY€eCKasi YHCTOTA» NPOBOANTCS AJIsl Kaxaoi 20-0if cepHH, HIM AJIsl OAHON CEPUH B IO/,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHUT paHbIIIe.

Remarks : The Product conforms to ND/

ITpiumeuanue: [TpoaykT cooTseTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by /
IToxarorosneno: Pardeep Kumar

Checked by /
[Mpoeepeno: Himesh Kumar

—_—

- N

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Pavan Kumar Sharma ' _jo—

g

Reprint Date /
Hara: 30.07.2022

Reprint Date /
Jata: 30.07.2022

Reprint Date /
Jata: 30.07.2022
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