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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Disit. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dxenpece (keToposiak) TabNeTKH, AMCIEPripyeMsIC B M10JI0CTH pTa, 10 Mr

Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepun 36,00,000 Ttab
Analytical Report No / : 890001590934 Date of Analysis / 18.05.2022
ApagnTnyecknii oTuer Ne JlaTa anaania

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa npou3BoACTBA T'ogen no

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

Pagelof7/Crp.1m37

V®-cnekrpodoTomeTpust

N ] I
Noo Test / [TokasaTens Results / PesynsTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrasle, nnockue Kpyrasle, MI0CKHe TaONETKH ¢ (acKoi,
TabneTkH ¢ packoii, cBeTNO- CBETJIO-KENTOro LBETa C I'PaBUPOBKOMH
XKEJITOTO 1JBETA C IPaBUPOBKOM «l» Ha OJHOM CTOpOHE.
«l» Ha OTHOM CTOpOHE.
2 Identification / IloannHHOCTE
Ketorolac / Kemopoaax
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
MOTTIOIICHHS HCIBLITYEMOrO pacTBopa
pacTBopa  CTaHHapTHOro  obpasua
KETOpOJlaka TPOMETaMHHA  JOJKHBI
HMETH MAaKCUMYMbI [IPH OIHOI U TOH xe
JUIMHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/

Hpumeuanue: IIpofyKT cOOTBETCTBYET TpeOOBAHMAM HI

Conclusion : APPROVED /
3axnouenne: OJIOGPEHO

JHara: 18.05.2022

Jlarta: 18.05.2022

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

IMoarotorneHo: Ankit [posepeHo: Ramakant Onobpeno: Menemxep / Pykosoaurensb
7 (VI Amit Kumar .

Reprint Date / Reprint Date / Reprint Date /

Jara: 18.05.2022

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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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

CEPTHOUKAT AHAJTHU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkcnpecc (keToponak) Tab/ieTku, AUCNEprupyeMele B NONOCTH pTa, 10 mr

Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo6beM cepun 36,00,000 Tabd
Analytical Report No / : 890001590934 Date of Analysis / 18.05.2022
AunaJIMTHYeCKHIT oTueT Ne Jara anajusa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa NIpon3BOICTBA Topen no

Analysis performed according ND / Ananns nposeaed mo H/L:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page2 of 7/Crp.2m37

No

Test / IToka3zaTennb
No

Results / PesyibTaThl

Specification / Hopma

b) By HPLC/B32XX

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). / Bpemst  yaepXHUBaHHA
OCHOBHOTO MHKa Ha XpOMaTOrpaMme
UCTILITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
YIOEPXUBAHU OCHOBHOTO MMKa Ha
XpOMaTOrpaMme pacTBopa
craHmapTHoro ofpasua KeTopoJiaka
TpoMeTaMHHa (paznen

«KonM4ecTBEHHOE OMPEENIEHUEN).

Remarks : The Product conforms to ND/
[Mpumeuanue: [poaykT cootBeTcTBYeT TpeboaHusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarotoeneso: Ankit

Checked by /
ITpoeepeno: Ramakant

A

L v

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Amit Kumar N

F S el

(A
Reprint Date /
Jara: 18.05.2022

Reprint Date /
Jara: 18.05.2022

Reprint Date /
Hara: 18.05.2022

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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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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkcrnpecc (keToposak) TabneTkH, AUCHepriupyemble B MOJIOCTH PTa, 10 mMr

Batch No/ : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus No O6nem cepHH 36,00,000 Tab
Analytical Report No / : 890001590934 Date of Analysis / 18.05.2022
AnajguTHyeckuii orger Ne JdaTa anpanansa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa NpoH3BOACTBA T'onen a0

Analysis performed according ND / Ananu3s nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page3 of 7/ Crp.3m37

1;:)) Test / Iloka3aTeib Results / PesyabTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTH butylhydroxyanisole peaks on the
Gy THATHAPOKCHAH U301 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 yaepXKHBaHuA
MIUKOB  2-OyTUNTUAPOKCHAHM30JIA U
3-6yTUITHAPOKCHAHN30JIA Ha
XpOMaTorpaMme HCIBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATDH
BpeMeHaM YIEP)KUBAHUSA MUKOB
2-0yTHITHAPOKCHAHU30Ia U
3-6yTUNTHAPOKCHAHI30JIa Ha
XpoMarorpaMmme pacTBOpa
CTaHIapTHOTO obpasia
OYyTHATHAPOKCUAHU30J1a (pazmen
«Copnepxanue
OYTHUITHAPOKCHAHU30IAR).
4 Average weight / Cpeanss 70.4 mg/ 70.4 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 mr 1o 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
IMoarorosnesdo: Ankit

Checked by /
[Iposepeno: Ramakant

s

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

Amit Kumar N
-

(A
Reprint Date /

Jara: 18.05.2022

Reprint Date /
Hata: 18.05.2022

Reprint Date /
Jara: 18.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN- 1 R51Q5AP19R4PI CNN4RNT
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 : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToposak) TabneTKH, AHCHeprupyemble B M0JI0CTH pTa, 10 mr

Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepHH 36,00,000 Tab
Analytical Report No / : 890001590934 Date of Analysis / 18.05.2022
AHaJIHMTHYECKHH oTUeT No JlaTa ananusza

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa npoun3BoACTBA T'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

1;.? Test / IlokazaTenan Results / PesynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OnsopoaHOCTL MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He OGomee + 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 23 sec/ 23 cek Not more than 3 min / He 6onee 3 muH
Pacnagaemoctsb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
Unit-2 / Ta6n-2 102% C15H13NO3.'C4H11NO3 . (ketorolac
tromethamine) in 15 min / He menee
Unit-3 / Ta6bn-3 99 % 75%  (Q)  CisHisNO3*C4H11NOs
. ) (keToposaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 101% e
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 96 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucrepcHOCTh 710 pm sieve is formed. / ObpazyeTtcs
OIHOPOIHAs CYCIEH3Hs, NpOXoAsmas
CKBO3b CHTO C pa3MEpOM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogyKT cOOTBETCTBYET TpeboBanusam H/I

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosiieHo: Ankit

a

Checked by /
[TpoBepeno: Ramakant

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

Amit Kumar SN
/

Reprint Date /
Hara: 18.05.2022

Reprint Date /

Jara: 18.05.2022

Reprint Date /
Jara: 18.05.2022

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- 1 R5195AP1984P1 CAN45307
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 : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkcnpecc (keToponak) TableTkH, AUcHeprupyeMbie B NOIOCTH pTa, 10 mr

Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuu 36,00,000 tab
Analytical Report No / : 890001590934 Date of Analysis / 18.05.2022
AHaanTHYECKHH oTueT Ne JlaTa aHaan3a

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JlaTa mpon3BOACTBA I'onen xo

Analysis performed according ND / Ananns nposenen mo HJL:

JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page50f 7/Crp.S5u3 7

8 Related impurities / PoacTeennble npumecH
ketorolac 1-hydroxy analog / Below Limit of Detection(LOD Not more than 0.5 % / He 6onee 0,5 %
1-TMAPOKCHaHANOT :0.0010%)
KeToponaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHanor KeToposaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAas 0.04%
HenaeHTHHUIUPOBaHHAS
MpUMeEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 1.9% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHU4ecKHe pacTBOPUTEH
Isopropyl alcohol / 3pg/tab/ 3 pg/tab Mxr B Not more than 350 pg/tab /
H3onpomnaxoun TadieTke He 6onee 350 mxr B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3akadenue: OJIOBPEHO

Prepared by /
IMoarororneno: Ankit

Checked by /
[Mposepeno: Ramakant

&2

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosoaurenb

Amit Kumar F
.\ \'/\
] b /

Reprint Date /

Jara: 18.05.2022

Reprint Date /

Jara: 18.05.2022

Reprint Date /
Hara: 18.05.2022

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 ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keTopoiiak) TabneTky, AUCTIEPrupyeMple B IIOJIOCTH pTa, 10 Mr

Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepuH 36,00,000 Tab
Analytical Report No / : 890001590934 Date of Analysis / : 18.05.2022
AHajuTHYecKHH oTyeT Ne JlaTa anann3a

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JlaTa NpoH3BOICTBA Tonen o

Xnalysis performed according ND / Ananus npogenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3smenenue Nel ot 27.12.2021)

Page 6 of 7/ Ctp. 6 m3 7

11 | Microbial enumeration tests / MukpoGHoJiornueckas Yyucrora™
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1iee yncno Memnee 10 KOE/r He 6onee 1000 KOE/T
a’poOHBIX MUKPO-
OpraHH3MOB
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/T
YKCIO APONIKEBBIX H
ILIECHEBBIX IPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYET OrcyTcTBUe B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OanopoaHoCTh 15.0 / Ilpuemounoe 3HadeHue (AV) He
JO3HPOBAHUSA 6onee 15,0.
13 | Assay/ KosmnuecTBeHHOE 10.0 mg / 10.0 Mr From 9.0mg to 11.0mg  of
omnpeneseHne (100.5 %) C5H3NO3+CsH; |NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 mr C15H13NO3'C4H11N03
(xeroponaka TpoMeramuH) (ot 90,0 mo
110,0 % oOT 3aABIEHHOrO KOJIM4YECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0907mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0907 Mr B TabseTke He menee 0,042 mr B TabneTke
Gy THJITUAPOKCHAHH30J1A

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooTseTcTByeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ankit [TposepeHo; Ramakant Onobpeno: Menemxep / Pykosoaureis
@ M\ﬁl&b Amit Kumar {Xﬁw —
N, < S
Reprint Date / Reprint Date / Reprint Date /
Hata: 18.05.2022 Jlara: 18.05.2022 Hata: 18.05.2022

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




q.. Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTHOHUKAT AHAJIH3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropon” Dkenpecc (keToponak) TabJIeTKkH, IHCNEprupyeMble B T0JIOCTH pTa, 10 mMr
Batch No / : V2200789 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001590934 Date of Analysis / : 18.05.2022
AHanuTHYecKHi oTyeT No Jlara anajansa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTta npon3BoacTBA Tonen no

Analysis performed according ND / Ananns nposenen no HJI:

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

Page 7 of 7/ Crp. T3 7

15 | Package/ YnakoBka 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. / Ilo 10 TabneTox B
information leaflet in a carton | GmmcTepe 13 (TTA/AJI/TID c
pack. / Tlo 10 Tabnerok B | BraromornoTuTenem/ITIBII) donbru //
omiacrepe w3 (TIA/AJI/IID ¢ | (IIO/AJT) donpru. [lo 1 mm 2 6nmcTepa ¢
snaronornotuteneM/T13BIT) HHCTPYKLMEN TI0 MPUMEHEHHIO B MAYKy
¢onsru // (IID/AJ]) doneru. Ilo | kapTOHHYIO.

2 6nucTepa ¢ UHCTPYKLMEH MO

MNPUMEHEHHIO B nayKy
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootserctBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiule 25 °C.
XpaHeHue
18 Shelf life / Cpok roqnocTu 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.

* TIpH BBLIMYCKE JIEKAPCTBEHHOT0 NPENapaTa KOHTPOJIb KauecTBa 110 MoKa3aTe/io
«MuKpOGHOIOrHYeCKash YIHCTOTA» NPOBOAMTCS AJIA KXok 20-0i cepuH, WM 1t OIHOH cepHH B Iof,
B 3aBHCHMOCTH OT TOT0, YTO HACTYIHMT PaHbILe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Tpumeuanue: [IPORYKT COOTBETCTBYET TPEOOBAHHAM HJI 3akaouenue: OJOBPEHO

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

IoaroroeneHo: Ankit ITposepeno: Ramakant Onobpeno: Menemxkep / Pykosoauresp
@ [‘3\0‘.\0; Amit Kumar A‘““ y

Reprint Date / Reprint Date / Reprint Date /

Hara: 18.05.2022 Jara: 18.05.2022 Jara: 18.05.2022

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



