i @ Dr. Reddy's Laboratories Ltd.
Dro Reddy,s ;’ Formulation Unit-6
g CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJINA3 A Distt. Solan, H.P., 173 205, INDIA

Tal - +Q1 08166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

Ilpoayxt: Keropon™ Dkernpecc (keToponiak) TAGNETKH, AHCMEPrupyemblC B NOTOCTH pra, 10 Mr

Batch No / : V2200051 Batch Quantity / : 252.000 KG

Cepus Ne O6BbeM cepHH

Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022

Ananurnyecknii oryer Ne JlaTa aHaNM3A

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

Jara npou3BoACTBA Tonen fo

Analysis performed according ND / Anann3 npoBe/icH 1o HJ;: JI[1-004929-011119

Page 10f 6/ Crp. 1136
1}? Test / lloxazaTesb Results / Pe3yabTaThbl 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. / Kpyribie, niock4e Kpyrible, II0CKUe TabNeTKH € dacxko,
TabneTku ¢ packoii, CBETIIO- CBETJIO-KEJITOr0 LBETa C FPaBUPOBKOM
JEJITOrO LIBETA C [PABUPOBKOK «|» Ha OJIHO} CTOPOHE.

«l» Ha OJHOH CTOpPOHE.

2 Identification / IlopnuHHOCTD

Ketorolac / Kemopoaax
a) ByuUv/ Complies / COOTBETCTBYET UV spectra of the test solution and
V@-cnekTpodoTOMETPYA ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / YO-CIEKTpHI
HOIJIOMEHHS MCIILITYEMOrO pacTBopa M
pacTopa  CTaH;apTHoro  obpasua
KeTopoyaka TpPOMETaMHHa JOJDKHBL
JYIMETh MAKCUMYMBI TIPH OZIHOH U TOH XKe
[JIHHE BOJNHE! (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoayKT COOTBETCTBYET tpebopanmam HJL Baxmouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IonrorosneHoy| TpoeepeHo: | Ono6pero: Menemiep / Pykosoantens
Ramakant W/ 1limcsh I\U&A/ — Pavan Kumar Sharma . {e.~—= "
¢ ;/

Print Date / Print Date / Print Date /
Hata: 12.02.2022 IMaTa: 12.02.2022 JMara: 12.02.2022

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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CEPTHOHKAT AHAJA3A
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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 - +01 08156 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
TMpoxykr: Keropon” Dkenpecc (xeToponak) TabneTKH, AHCTIEPrpYEMbIC B nojioct! pra, 10 mr
Batch No / : V2200051 Batch Quantity / . 252.000 KG
Cepun Ne O6Bem cepHi

Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022
AganuTHyecKuii oryer No JlaTa aHanu3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npoH3BOACTBA Tomen o

Analysis performed according ND / Anaiu3s npoBejeH 1o HJI: JI1-004929-011 119

PageZof6/C'rp.2u36

No

No Test / IloxasaTenb

Results / Pe3yibTaThbl

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 yAepXuBaHUA
OCHOBHOTO IHKa Ha XpomaTorpamme
MCTIBITYeMOTO ~ pacTBopa  AOJDKHO
COOTBETCTBOBATh BpEMeHH
yIepKMBaHMA OCHOBHOrO rmHka Ha
XpoMaTrorpamme pacTBopa
CTaHAapTHOro KETOopOJaKa
TpoMeTaMUHa (pasnen

obpasua

«KOIMIECTBEHHOE OTIPS/IETIEHHER).

Remarks : The Product conforms to ND/
IIpumeyanue: TIpoAYKT COOTBETCTBYET tpeGosannam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 12.02.2022

Prepared by / Checked by / Approved by: Mana ger/Executive /
TToAroTOBNEHO: /@y). Y% TIpoBepeHo: _| Ono6pexno: Menemxkep / Pyrosoarent
Ramakant ' Himesh W”,"Pavan Kumar Sharma  “ l —"

: //
Print Date / Print Date / Print Date / '

Iata: 12.02.2022

Jara: 12.02.2022

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.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPHKAT AHAJII3A

Distt. Solan, H.P., 173 205, INDIA
Tel - +01 98166.56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Mpoaykr: Keropon™ Jxenpece (xeroponak) TabNETKH, AUCMEPTHPYEMbIC B nosocty pra, 10 Mr
Batch No / : V2200051 Batch Quantity / : 252.000 KG
Cepun Ne O6bemM cepuH

Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022
AnanHTHYeCKH oTueT Ne JlaTa aHaM3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jlara mMpoH3BOACTBA Tonen mo

Analysis performed according ND / Ananns nposenen mo HJI: JIT1-004929-011119

Page3 of 6/ Crp. 313 6
I;:) Test / llokazaTenb Results / Pe3yabTaThl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanMHHOCTH butylhydroxyanisole peaks on the
Oy THIITMAPOKCHAHK3O0JI 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 YyAEPXHUBAHUA

NUMKOB 2-OyTHIrMApOKCHaHH30Ma H
3-6yTWITMAPOKCHAHH30/1a Ha
XpoMaTorpamme HCIBITYEMOTO
pactBopa JOJDKHbL ~COOTBETCTBOBATH
BpeMeHaM  YAEPXKMBaHUA MHKOB
2-6yTHITMAPOKCHAHU301IA U
3-GyTIITHAPOKCUAHH30T1a Ha
XpomaTorpamMme pactTBopa
CTaHIapTHOrO obpa3ua
OyTHITHAPOKCHAaHH30]1a (pasmen
«ConepxaHue

6y TUITHAPOKCHAHK30J1aY).

mMacca

4 Average weight / Cpennss

70.5 mg / 70.5 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr o 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight /
OAHOPOAHOCTh MACChI

Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gomee * 10 %
2/20 TabneTok — He 6onee = 20 %

Remarks : The Product conforms to ND/
TTpumeuanue: TpoayKT COOTBETCTBYET rpeGosannam HJ

Conclusion : APPROVED /
Bamouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroTosneno:| || § § TpogepeHo: _ | Ono6peno: Menemxep / PykosoanTesnb
Ramakant 7\ M Himesh W “Pavan Kumar Sharma ¢ {‘L D T
Print Date / Print Date / Print Date / =

IMaTa: 12.02.2022 Jata: 12.02.2022 Iata: 12.02.2022

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



@ Dr. Reddy's Laboratories Ltd.
DI‘. Reddy,s 00. Formulation Unit-6
" CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHO®HKAT AHA JIHA3A Distt. Solan, H.P., 173 205, INDIA

Tel-+01 Q156 5600102

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Mpoaykr: Keropon" Dicnpece (xeToponax) TabaeTKH, AHCTIEPrHpPyCMbIC B nosioctv pra, 10 Mr
Batch No / : V2200051 Batch Quantity / : 252.000 KG
Cepust Ne O0BeM cepuH
Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022
AHanuTHYecKuiH oTyeT Ne ara aHaau3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa mpoM3BOACTBA Topen mo
Analysis performed according ND / Aunaans npoeeaen mo HJT: JIM-004929-011119
Page4 of 6/ Crp. 4u3 6
I}g Test / [TokaszaTesib Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 50 sec / 00 muH 50 cek Not more than 3 min / He 6onee 3 MuH
PacnagaemMocThb
6 Dissolution / PacTBopenue Unit-1 / Tab6a-1 97% Not less than 75% (Q) of
. Ci13H3NO3°CsH, iNOs (ketorolac
Unit-2 / Ta6n-2 106% tromethamine) in 15 min / He MeHnee
Unit-3 / Tabn-3 100% 75% (Q) C15sH13NO3C4H1NO3
; (xeToponaka TpOMeTaMuH)  Yepe3
Unit-4 / Tabn-4 103% 15 MuH
Unit-5 / Tabn-5 105%
Unit-6 / Tabn-6 105%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JlncnepcHOCTh 710 pm sieve is formed. / OGpasyercs

O[IHOpOAHas CyCHeH3us, NpOoXOoAsLas
CKBO3b CHTO C pPa3MEpOM OTBEPCTHH

710 MKM.
8 Related impurities / PoacTBenHbIe IPUMECH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6oxee 0,5 %
1-ruppoxcuaHaior
KeTopoJlaKa
ketorolac 1-ketn analag/ 0.08% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaor KeToponaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eIMHHYHAas 0.03%
HenaeHTU(UIMpOBaHHas
npUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TTpumeyanue: [1poayKT COOTBETCTRYET tpebosannam ]I Bakaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

| OnoBpeno: Menemxep / F!’fywxosonwrenb

[1oAroTOBJIEHO: f‘\\‘ .Ll& TTpoBepeHo: —
ol gyt / Himesh W Pavan Kumar Sharma < Ve
‘ g

=

Print Date / Print Date / Print Date /
Jara: 12.02.2022 Jara: 12.02.2022 Jlara: 12.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOHKAT AHAJIH3A Distt. Solan, H.P., 173 205, INDIA

Tel: =01 Q8166 3600107

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IIpoaykr: Keropon™ Drenpecc (keToposiak) TabneTKH, ANCTepriupyemMbie B NOJIOCTH pra, 10 Mr

Batch No / : V2200051 Batch Quantity / : 252.000 KG
Cepusi Ne O0BeM cepHll

Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022
AnanuTHuecknii oruer Ne Jlara anaau3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BOJCTBA Tonen mo

Analysis performed according ND / Anaan3 nposenen mo HJL: JIT1-004929-011119

Page 50of 6/ CTp. Su3 6
l}:’ Test / [loxkasaTenn Results / Pe3yanTaThbl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Boaa 2.2% Not more than 7.0% w/w /
He 60nee 7,0 %
10 | Residual solvents by GC/ OcTaTo4HbIe Opranutieckie pacTBopuTeH
Isopropyl alcohol / 5 pg/Tab Not more than 350 pg/tab /
H3onponaHos He 6osee 350 MKr B TabneTke

11 Microbial enumeration tests /

Mukpo6HooruuecKas HucToTa

a) Total Aerobic Microbial
Count / Ob11ee 4UCn0
a3pOOHbIX MUKPO-

5 CFU/g /5 KOE/r Not more than 1000 CFU/g /
He 6o0nee 1000 KOE/r

[MoxrorosieHo: % TTporepeHo:
Ramakant ; S Himesh Ws Pavan Kumar Sharma < ‘ = s
\ /A/

OpraHu3MoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APONCKEBBIX M
[UTeCHEeBLIX IpuboB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCTBYET OrcytctBHEB 1 T
12 | Uniformity of dosage units / 5.1 Acceptance value (AV) not more than
OIHOPOAHOCTH 15.0 / IlpueMouHOE 3Ha4UEHHE (AV) He
L H03MpPOBAHMS onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoayKT COOTBETCTBYCT Tpedosaniam HIT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

OnobpeHo: Menemkep / PyRopoanTeb

Print Date / Print Date / Print Date /
Jata: 12.02.2022 Jara: 12.02.2022 Hara: 12.02.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPHKAT AHAJIH3A

Distt. Solan, H.P., 173 205, INDIA

Tel: =01 02166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
IIpopyKT: Keropon® Dkcnpecc (xeToposnak) TabNEeTKH, AHCTIEPrHPYCMbIE B nosoctH pra, 10 Mr
Batch No / : V2200051 Batch Quantity / : 252.000 KG
Cepust Ne O0BLeM cepHM

Analytical Report No / : 890001572680 Date of Analysis / : 12.02.2022
AnanurHyecKkHii oTyer Ne JlaTa aHa/32

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa MpoOU3BOJCTBA Tonen no

Analysis performed according ND / Ananus nposeacn mo HJL: JII-004929-011119

Page 6 of 6/ Crp. 6 u3 6

No

Test / IloxasaTenb
Ne

Results / PesynbTaThl

Specification / Hopma

onpejeneHHue

13 Assay / KoanyecTBeHHOE

9.9 mg/9.9 mMr
(98.8 %)

From 9.0mg to 11.0mg of
C15H13NO3°C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 MP
o 11,0mr C15H13NO3°C4H 1 1 NO3
(xeToponaka tpomeTtamus) (ot 90,0 no
110,0 % oT 3asBJIEHHOr0 KONUYECTBA) B
TabneTke

14 | Butylhydroxyanisole
content /
6y THJITHAPOKCHAHH3012

Copeprcanue

0.0957 mg/tab /
0.0957 Mr B TabneTke

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

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 rabmeTok B
6uucrepe w3 (TTA/AJIIID ¢
sraromornotutenem/[13BIT)
domeru // (T3/AJT) dombru. o
2 6mucTepa C MHCTpYKuMel no
NpUMEHEHHUIO 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. / Ilo 10
ta6nerox B 6nuctepe u3 (IA/AJI/IID ¢
pnarornornoturenem/IIDBI) donsru //
(I13/AJT) donery. ITo 1 unu 2 6aucrepa
C WHCTpyKUHeH TO MNpUMEHEHHIO B
nauky KapTOHHYIO.

16 | Labeling / MapkupoBKa

According to ND / B coOTBETCTBUU C HI

17 | Storage conditions /
Xpaneuue

Below 25 °C. / IIpu TeMmepaType He BbILIC 25 °C.

18 | Shelf life / Cpox roaHoCTH 2 years / 2 roga

Remarks : The Product conforms to ND/
I[Tpnmeuanue: TIpoayKT COOTBETCTBYET tpe6osanuam HJ

Conclusion : APPROVED /
Baxaouenune: OJJOSPEHO

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

IloAroToBeHO: | 4“ @& e [poBepeHo: o Onobpeno: Menemxep / Pykopomuenb

Ramakant &; WY~ Himesh W _ | Pavan Kumar Sharma g =
v ///

Print Date / Print Date / Print Date /

Jata: 12.02.2022 Jata: 12.02.2022 Jara: 12.02.2022

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