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Hpoaykr: Ketopou

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpece (ketoponak) TabneTku, AMcneprupyemble B HojaocTu pra, 10 mr

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepns No O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / 30.04.2022
AHanHTHYECKHH 0TueT No JlaTa aHaamn3a

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa npou3BOACTBA T'open oo

Analysis performed according ND / Anann3 nposeaen no H/I:
JI-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Pagelof 7/Crp. 1m37

No . ]
No Test / Iloka3zaTennb Results / Pe3yabTaThi 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. / Kpyrunbte, niockue Kpyrisie, nnockue TableTku ¢ (hackoi,
TabneTky ¢ Gackoii, CBETIO- CBETJIO-XKENTOr0 LBETA C I'PaBHPOBKOM
JKEJITOrO IBeTa C MPaBUPOBKOI «l» Ha OJ{HOI1 CTOpOHE.
«l» Ha OIHON CTOPOHE.
2 Identification / IlogauHHOCTL

Ketorolac / Kemoponak

a) ByUv/
Yd-cnexkrpodhoToMeTpus

Complies / CooTBeTCTRYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
TIOTJIOLIEHHsT HCIMBITYEMOTO pacTBopa
pacTBopa  CTaHgapTHoro  ofpasua
KETOpOJiaka TPOMETaMHHAa  JIOJKHBI
UMETbh MAKCUMYMBbI TIpU OIHOH U TOM XKe
[UIHHE BONHBI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmwouenne: OJJOEPEHO

Prepared by /
IMoarorosneHo: Ankit

Checked by /
TIpoeepeno: Himesh Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosonjirens
Abhishek Chauhan [

—

/|

Reprint Date /

Jara: 30.04.2022

Reprint Date /
Hata: 30.04.2022

Reprint Date /
Jara: 30.04.2022

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

CIN: L85195AP1984PLC0O04507
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecc (keToposak) TabneTku, AUcreprupyeMbie B NMonocTh pra, 10 Mr

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0Bem cepum 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / : 30.04.2022
AnanuTHYecKH# oTyeT No Jarta ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTta npousBoJcTBa T'open go

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)

Page2of 7/ Cip. 237

No

Test / [Toka3arenn
Ne

Results / Pe3yabTaThl Specification / Hopma

b) By HPLC/B3XX

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 ynepxuBaHUs
OCHOBHOTO MHKa Ha XpOMarorpamme
UCOBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIOep>XHBaHUA OCHOBHOMO IMKa Ha
XpoMaTorpaMmme pacTBopa
craHgapTHoro obpasua KeTopoJaka
TpoMeTaMHHa (paznen
«KoM4ecTBEHHOE ONPEACIICHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT coorBeTcTBYET TpeboanusM HJJ 3akmouyenne: OJOBPEHO

Prepared by /
IToaroroeneno: Ankit

(A

Checked by / Approved by: Manager/Executive /
Iposepeno: Himesh Kumar Ono6peno: Menemxkep / PykoBgauTens
Abhishek Chauhan

o
L&

Reprint Date /
Jata: 30.04.2022

Reprint Date / Reprint Date /
Jara: 30.04.2022 Jara: 30.04.2022

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
Hpoaykr: Ketopon" Dkcnpece (keTopoiak) TabaeTky, AHcnepripyemsie B nojocty pra, 10 mr

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nemM cepun 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / : 30.04.2022
AHAJNUTHYECKHI oTYeT No JlaTa ananau3za

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTa npousBoacTBA I'onen go

Analysis performed according ND / Ananns nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / m3menenue Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTH butylhydroxyanisole peaks on the
Oy TUITHAPOKCHAHU30 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 yIepXHBaHHs
MUKOB  2-GyTWIrHAPOKCUaHHM30MA H
3-6yTUITHAPOKCHAHU301a Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTtBopa MOJKHBI COOTBETCTBOBAThH
BpeMEHaM yIaepPXKUBAaHUA MUKOB
2-6yTUITHAPOKCHAHU30I1a 174
3-6yTUITHAPOKCUAHN30/1a Ha
XpoMarorpamme pactBopa
CTaHJAPTHOTO obpazua
OYTMITHAPOKCHAHU30]Ia (paznen
«Cogaepxanue
OYTUNTHAPOKCHAHU30TIa»).

Test / [lokasaTesnb Results / PesyabTaTsl Specification / Hopma

4 Average weight / Cpeanas 69.2 mg/ 69.2mr 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 /
IMpumeyanue: I1poayKT cooTBeTCTBYET TpeboBanuam HJJ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosieHo: Ankit [Npoeepeno: Himesh Kumar Ono6peno: Menemxep / Rykosogfitess
f -

/l —. s — Abhishek Chauhan
/ )

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2022 Jara: 30.04.2022 Hara: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Qe
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 : +91 98166 56001-02

www.drreddys.com

CEPTUOPUKAT AHAJIU3A
[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon" Dxcnpece (keToposiak) TabneTku, AucneprupyemMble B nonocty pra, 10 mr
Batch No / : V2200788 Batch Quantity / : 36,00,000 tab/
Cepust Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / 30.04.2022
AHaANTHYECKUH oTdeT Ne JlaTa anajnsa
Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTa npousBoacTBa T'onen no
Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel or 27.12.2021)
Page4 of 7/ Crp. 4n37
ig Test / IlokazaTesnb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTb Macchl 2/20 tablets - not more than = 20 % /
18/20 Tabnerok — He 6omee =+ 10 %
2/20 TabneTok — He Gonee = 20 %
5 Disintegration time / 20sec / 20 cexk Not more than 3 min / He 6onee 3 mun
Pacnapaemoctsb
6 Dissolution / PacTBopenue Unit-1/ Ta6ma-1 101% Not less than 75% (Q) of
. CisH13NO3C4H 1 NO3 (ketorolac
Unit2 / fiaoiZ 107 tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101 % 75% (Q)  CisHisNO3*CsH;1NOs
i (keTopoynaka  TPOMETaMHMH)  4epe3
Unit-4 / Tabn-4 101% 165\ vz
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / O6pasyerca
OIHOPOIHAs CYCMEH3UsA, MPOXOAAIas
CKBO3b CHTO C Pa3MEpOM OTBEPCTHIA
710 MKM.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Ipumeuanue: [IpogykT cooTBeTcTBYET TpeboBannam HJL

Saxmouenne: OJJOBPEHO

Prepared by /
IToxarorosieHo: Ankit

(R

Checked by / Appraved hy Manager/Fxecutive /
[posepeno: Himesh Kumar Onobpeno: Menemxep / P xoao?hen

=

— Abhishek Chauhan

v/—'_'_
c 7

(=

Reprint Date/
Jata: 30.04.2022

Reprint Date /
Hata: 30.04.2022

Reprint Date /
Hara: 30.04.2022

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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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon®™ Dkcnpece (keToponak) TabaeTky, AUcreprupyemole B nosnoctu pra, 10 mr

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepus Ne 00BeM cepuu 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / 30.04.2022
AHamuTHuecKHii oTueT Ne Hara ananuza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jdara npoussoacTsa T'open no

Analysis performed according ND / Ananus nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel or 27.12.2021)

Page 50f 7/Crp.Su3 7

8 Related impurities / PoacTBeHHBIE IPHMECH
ketorolac 1-hydroxy analog / Below Limit of detection Not more than 0.5 % / He 6onee 0,5 %
1-rugpoKkcHaHanor (LOD:0.0010%)
KeTOopoJjIaKa
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHAIOT KETOpOIaKa
0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHASA
HeHJEeHTHUIMPOBaHHAS 0.03%
npuMech
Total impurities / 0.1% Not more than 1.0 % / He Gonee 1,0 %
CymMa npumecei
9 Water / Bona 1.9 % Not more than 7.0% w/w /
He 6osee 7,0 %
10 Residual solvents by GC/ OcTaTouyHble OpraHH4YecKHe paCTBOPHUTENH
Isopropyl alcohol / 2 pg/tab/ 2 pg/tab Mkr B Not more than 350 pg/tab /
Hzonponanon TabmeTke He 6onee 350 Mkr B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [IponyxT coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared hy /
[NonroroeneHo: Ankit

(A

(hecked hy /
[poeepeno: Himesh Kumar

Approved by: Manager/Executive /
Opno6peno: Menemxkep / Pykoomftesns
Abhishek Chauhan | /

&=

e —

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Jara: 30.04.2022

Reprint Date /
Hara: 30.04.2022

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
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcrnpecc (KETOposiak) TabJeTKy, ANCIeprupyembie B MONOCTH pTa, 10 Mr

w

\ITpoayxT: Keropon

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepuun 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / 30.04.2022
AnaanTHnyecKuii oryer Ne JlaTa anajauza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTa npon3BoacTBa T'open no

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

JIT1-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 13 7

11 | Microbial enumeration tests / Mukpo6nonornueckas Yncrora™
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obiee yucno Menee 10 KOE/r He Gosnee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHHW3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/r He 6onee 100 KOE/r
YUCJIO JPONOKEBBIX U
TUIECHEBBIX IPHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTCcTBYET OrcytrcTBHE B 1 T
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
OnHOpOAHOCTH 15.0 / IIpuemouHoe 3HaueHue (AV) He
A03UpPOBAHUSA 6onee 15,0.
13 Assay / KonuyecTBeHHOe 9.9 mg/9.9wmr From 90mg to 11.0 mg of
ompeaesieHUe (98.8 %) Ci1sHisNO3*CsH11NO4 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 0
1 1,0 MU C15H13NO3‘C4H11NO3
(xeToponaka TpoMeramuH) (ot 90,0 mo
110,0 % OT 3asABJIEHHOTO KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanue 0.0954 mr B TabieTke He menee 0,042 mr B TabneTke
OyTHJIrnApOKCHAHU30J1a

Remarks : The Product conforms to ND/

[Tprmeuanne: IIpoaykT cooTBeTcTByeT TpeboBanusam H/I

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /
[Mpoeepero: Himesh Kumar

o

<

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautenb
Abhishek Chauhan (’

L—_‘_,_ e

0
(B~
Reprint Date /

Jara: 30.04.2022

Reprint Date /
Hata: 30.04.2022

Reprint Date /
Jata: 30.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ Dkcnpece (keToposiak) TabneTku, AUCIeprupyemble B noJocTi pra, 10 mr

Batch No / : V2200788 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001587938 Date of Analysis / 30.04.2022
AHanuTHYeCKn oTueT Ne JlaTa aHa/IM3a

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa npou3BOACTBA I'ogen mo

Analysis performed according ND / Ana;m3 nposesen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel ot 27.12.2021)

Page 7of 7/ Crp. Tuz 7

15 | Package / YmakoBka

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 Tabnerox B
onucrepe w3 (ITA/AJI/IID ¢
Biaronornorurenem/TI13BIT)
donsru // (IIB/AJ) donsru. Ilo
2 O6nmucrepa ¢ MHCTPYKLMEH 110
MPUMEHEHHIO B nayKy
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. / ITo 10 Tabnerox B
6nucrepe u3 (TTA/AJITID c
pnaronornoturenem/I1OBIT)  ¢donbru //
(T13/AJ1) donsru. [To 1 unu 2 6aucrepa ¢
MHCTPYKIIMEH MO NMPUMEHEHUIO B MAYKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootretctBUM ¢ HJf

XpaHenue

17 | Storage conditions/

Below 25 °C. / Ilpu Temnepatype He Bbiie 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 BbINycKe NeKAPCTBEHHOIO Npenapara KOHTPOJIb KA9eCTEA [0 MOKA3ATEJII0
«MHEKpO6HOIOrHYeCKast YUCTOTAY NPOBONHTCS JUIsS Kaxoii 20-oi cepHM, HJIH AJIS OAHOI CEpUH B IO,
B 3ABHCHMOCTH OT TOT0, YTO HACTYNHT pPaHbIle.

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykt cootBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Ankit IMposepero: Himesh Kumar Onobpeno: Menemxep / Pykosoayirensb
~— | Abhishek Chauhan  / /
/Q/ ) ( [ i et
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.04.2022 Jlata: 30.04.2022 Jara: 30.04.2022

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