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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpece (keToposak) TableTKH, AUCIepripyeMbie B OJIOCTH pTa, 10 Mr

Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
AHaTUTHYECKHH oTUeT No JlaTa ananuza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npou3BoACTBA T'open no

Analysis performed according ND / Ananu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

Y®-cnextpodoToMeTpHs

No . .
No Test / IToxasaTenn Results / PesyabTaThl 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. / Kpyrnele, ninockue Kpyrneie, mnockue Tabnetku ¢ dackoi,
TabneTku ¢ hackoi, CBETIO- CBETJIO-XKEJITOTO LIBETa ¢ IPaBUPOBKOH
JKEJITOro LIBeTa C FPaBMPOBKOIi «l» Ha OJHOM CTOPOHE.
«» Ha OJTHOI CTOPOHE.
2 Identification / IlopnnaHOCTH
Ketorolac / Kemopoaak
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®-cnekTpsl
MOMJIOIIEHHs] UCIIBITYEMOTO PAcTBOpa U
pacTBopa  cTaHmapTHoro  oOpasua
KETOpoJiaka TpOMETaMUHAa  JOJKHEI
UMETH MaKCUMYMBI [TPU OXHOM U TOM e
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooTBercTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmogyenne: OJJOBPEHO

Prepared by /

Checked by /
[MpoeepeHo: Pardeep Kumar

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

Jata: 18.04.2022

Jlara: 18.04.2022

l'foarmoaneuol;._ amakant
\ N\ anNL~ . Kusum Lata N\ e 2
N 1 N
Reprint Date / Reprint Date / Reprint Date /

Harta: 18.04.2022

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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CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Okenpece (keToponiak) TaGaeTKy, Jucnepripyemsle B MoNocTH pTa, 10 Mr

Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
AHauTHYeCKH# oTYeT Ne JlaTa ananu3za

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
IaTta npoun3BoacTBA I'onen o

Analysis performed according ND / Ananus nposenen mo HJI:
JINI-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)
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No

N Test / [Toxaszarens

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/ BDXX

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 yIepxuBaHHA
OCHOBHOrO MHKa Ha XpoMarorpamme
HCIILITYEMOT0  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
yOEep)KUBAHWS OCHOBHOIO MHKa Ha
XpOMAaTOIpamMMe pactsopa
CTaHOAPTHOrO KeTopoJjaka
TpOMeTaMHHa (paznen
«KOJIHYECTBEHHOE OTIPEHCTICHUEN).

obpazua

Remarks : The Product conforms to ND/

IMpumeyanue: [IpoaykT cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
l'loglromanengi Ramakant

(

\

X
\

Checked by /
ITposepeno: Pardeep Kumar

P

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

== ‘-f

Reprint Date /

Jarta: 18.04.2022

Reprint Date /
Jarta: 18.04.2022

Reprint Date /
Jara: 18.04.2022
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CEPTUHO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpece (keToposak) TabneTkH, AMCIeprupyeMbie B IIONIOCTH pra, 10 Mr

Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepus Ne OQ6bem cepun 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
AHAJIUTHYECKHH oTUeT No Jlata anagnsza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JdaTta npou3BoacTBa Toxen mo

Analysis performed according

ND / Ananu3 nposenen mo HJ/I:

JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)
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IIpumeuanue: IIponykT coorBercTByet Tpeboanusm HJJ

1;.00 Test / Iloka3aTean Results / PesynbTarsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanuHHOCTH butylhydroxyanisole peaks on the
Oy THATAPOKCHAHN30J1 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 ynep)XKHBaHuA
NUKOB  2-OyTHNTMOPOKCHAHHU3ONA U
3-6yTUNrHAPOKCHAHH30a Ha
XpoMaTorpaMme HCIILITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpKUBaHUS MHKOB
2-6yTHITHAPOKCHAHH30Ia U
3-GyTHArAIPOKCHAHU30Ia Ha
XpOMaTOrpaMMe pacTeopa
CTaHAApTHOTO obpasua
OYTHITrHIpOKCHaHU30Ma (pazgen
«ConepxaHue
OYTHATHAPOKCHAHU30JIAY).
4 Average weight / Cpeansis 70.5 mg/ 70.5 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Maccea Ot 67,2 Mr o 72,8 mr (70,0 Mmr + 4,0 %).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axkmwuenne: OJOBPEHO

Prepared by /
[oarorosneHo: Ramakant

L

Checked by /
Ilposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Kusum Lata

R

X\\\‘LLLX f r’k
Reprint Date /

MHara: 18.04.2022

Reprint Date /
Jara: 18.04.2022

Reprint Date /
Hara: 18.04.2022
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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 : +91 98166 56001-02

Unit-2 / Tabn-2 103%

Unit-3 / Ta6n-3 100 %
Unit-4 / Ta6bn-4 100 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 99 %

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
Ipoaykt: Keropon® Dkcnpecc (keToposiak) TabNeTky, AMCOEprUpyeEMBbIE B HOJIOCTH pTa, 10 Mr
Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepus Ne Q0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
AHaJTHTHYECKHI 0TUeT Ne JlaTa anaansa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npousBoacTea Togen no
Analysis performed according ND / Ananu3s nposenen nmo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)
Page4 of 7/C1p.4u37
1}? Test / IlokasaTenn Results / PesyabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OOHOPOOHOCTH MACChI 2/20 tablets - not more than + 20 % /
18/20 rtabnerok — He OGonee *+ 10 %
2/20 Tabnetok — He Goxnee £ 20 %
5 Disintegration time / 36 sec/ 36 cex Not more than 3 min / He Gonee 3 Mun
Pacnagaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of

Ci5sH;3NO3C4H [ 1NO; (ketorolac

tromethamine) in 15 min / He menee

75 % (Q) Ci1sH13NO3+C4H 1 NO3
(xeToponaka  TpOMETaMMH)  dHepe3
15 Mun

7 Fineness of Dispersion/
HducnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pazyercs
OTHOPOMHAS CYCHEH3HUs, NPOXOLAIas
CKBO3b CHUTO C pa3MepOM OTBEPCTUH
710 MKM.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmwouenne; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
l'[oanOBneHo:/Ramak‘ant IIposepeno: Pardeep Kumar | OnoGpeno: Meneaxkep / PykoBoautens
|\\,i-‘--"_- =ai Kusum Lata ™"
e = 365’@'
Reprint Date / Reprint Date / Reprint Date /
Jlara: 18.04.2022 Jlara: 18.04.2022 Jlarta: 18.04.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (keToponak) TabneTKH, JUCTieprupyeMble B [OJIOCTH pTa, 10 Mr

Batch No/ : V2200628 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepHH 36,00,000 tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
AHaaHTHYEeCKHI oTyeT No JlaTa aHanm3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npon3BoAcTBa T'ogen go

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

PageSof 7/Crp.Su3 7

8 Related impurities / PoagcTBeHHbIe IpUMecH

ketorolac 1-hydroxy analog /

Below limit of Detection

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

1-THAPOKCHAHANIOT (LOD:0.0010%)
KeTopoaka
ketorolac 1-keto analog/ Not more than 0.5 % / He 6osee 0,5 %
1-keToaHanor keTopoJjaka
0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHAS
HeunaeHTH(UIIMPOBaHHAS 0.04%
MIPUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 2.1 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHu4ecKue pacTBOPHUTE/IH

Isopropyl alcohol /
H3zonponanon

2 pg/tab /
2 MKT B TabJieTke

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

Remarks : The Product conforms to ND/

Ilpumeuanue: ITpoaykT cooTBeTcTBYET TpeboraHusm HJT

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

JlaTa: 18.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
I"lo,m*o-rusneﬁ%Ramaka?t ITposepeno: Pardeep Kumar | Onobpeno: Menemikep / PykosoauTens
¥ N - 4 %
[‘7’<L \LQU;R/ el _ Kusum Lata L
Reprint Date / Reprint Date / Reprint Date /

Jlara: 18.04.2022

Jara: 18.04.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



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 : +491 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpecc (keToponak) TabieTky, ucnepriupyemsie B nojgoctv pra, 10 mr

Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BbeM cepun 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / 18.04.2022
ApaguTudyeckHuii oTuer No JlaTa anajam3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa npon3BoOACTBA I'ogen xo

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

Page 6 of 7/ Crp. 6 m3 7

11 | Microbial enumeration tests / Mukpo6uosaoruyeckasi yucrora*®
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
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/r
YUCIIO APOAOKEBBIX U
MIECHEBBIX 'pHOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OrcyrcTBUEB 1 T
12 Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OaHopoaHoCTH 15.0 / [lpuemouroe 3HaueHue (AV) He
J0O3UPOBaHMSA 6onee 15,0.
13 Assay / KosindecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpenesieHue (98.2 %) CisH;3sNO3*C4H; INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pale] 1 1,0 MT C15H13NO3'C4H11N03
(keToponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBJI€HHOTO KOJIUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0967 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHJIFMAPOKCUAHH30.1a

Remarks : The Product conforms to ND/

IMpumeuanue: IIpoaykT coorBeTcTBYeT Tpeboanusm HJ

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMoxrororn eHo: Ramakant

kg

Checked by /
IMporepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykoroaurens
Kusum Lata a L

2 J-

e

Reprint Date /
Jata: 18.04.2022

Reprint Date /
Jara: 18.04.2022

Reprint Date /
Jara: 18.04.2022

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



Dr. Reddy's Laboratories Ltd.

@
! °® Formulation Unit-6
Dr. Reddy s q". Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® Dkcrpecc (keroposak) TableTkH, AuceprupyeMble B IoJI0CTH pra, 10 Mr

Batch No / : V2200628 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001585613 Date of Analysis / : 18.04.2022
AHaJIHTHYECKHH oTueT Ne NaTta ananau3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Anann3 nposenen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 7of 7/Cxp. Tz 7
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnertok B 6mucrepe u3 (ITA/AJVIID ¢
pack. / Tlo 10 Tabnetrok B | Brmaronornorutenem/TIOBII) donbru //
Gmucrepe w3 (TA/AJI/TID ¢ | (II3/AJT) doneru. [To 1 unum 2 6nuctepa
BnaronornotutenaeM/I13BIT) ¢ MHCTpYKUMEH II0 NPUMEHEHHIO B
doneru // (II3/AJ]) doneru. o | nadky KapTOHHYIO.
2 6muctepa ¢ UHCTPYKLHMEH IO

HNpHUMEHEHHUIO B nayKy
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cootsetcteuu ¢ HJT

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bble 25 °C.

XpaHeHue

18 Shelf life / Cpok roaHocTn 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.

* TIpu BhIDYCKE JJeKAPCTBEHHOr'0 Mpenapara KOHTPOJIb Ka4eCTBa M0 MOKA3aTeNIo
«MHAKpOOHOIOrdYecKas YHCTOTA» NPOBONUTCS JJIsl KaKa0MH 20-0i cepnn, HIIH /15l OJHOH CEPHH B roj,
B 3aBHCHMOCTH OT TOT'0, YTO HACTYIIHT paHbIlIe.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Mogroroenexo: Ram: kant I[Mposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoantens
% \;' . t Kusum Lata }&;ﬁ 2
Reprint Date / Reprint Date / Reprint Date / |
Hara: 18.04.2022 Hara: 18.04.2022 Jara: 18.04.2022
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