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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTU®UKAT AHAJIM3A

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

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Skenpecc (keToposiak) Tabnerin, AMCINeprupyemsie B HONOCT I pTa

fel : FIT 98160 obuuil-UL
ww,dri eddy_l [:]OH‘

Batch No / : V2101894 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 040001468264-1 Date of Analysis / 1 24.11.2021
AHanuTH4ecKui oTyet Ne 890001555844 JlaTa anasau3za

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npon3BOACTBA TI'onen xo

Analysis performed according ND / Anann3 nposenen mo H/L: JI[1-004929-011119

Page1 of 6/ Crp. 1 u3 6

N ! A ~
Noo Test / IlokasaTenn Results / PesyabTaThi 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. / Kpyrnele, ninockue Kpyrisle, ninockue Tabnetku ¢ dackol,
TabyeTku ¢ $ackoil, CBETIIo- CBETNIO-KENTOrO LBETA C IPABUPOBKOH
JKEJITOTO LIBETa C rpaBUPOBKOM «» Ha OTHOHU CTOpOHE.
«l» Ha OIHOH CTOPOHE.
2 Identification / [ToaJMHHOCTL
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
V®-cnexTpodoTOMETPHA ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOTJIOIIEHMS UCTILITYEMOTO PacTBOpa M
pacTBOopa  CTaHmapTHOrO  ofpasua
KeTopoNaka TPOMETaMMHA  JOJKHBI
HMeTh MaKCHMYMBI IIPH OIHOM U TOH e
JUTMHE BOJIHEI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboranusM HJ 3axmouenune: OJJOBPEHO

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

[ToaroTosneHo: ITpoBepeHo: Opnobpeno: MeHemxep f?vxonomrrenb

Ankit /A Himesh W Pavan Kumar Sharma C F‘” 5.2
{3 L B

Print Date / Print Date / Print Date / .

Hara: 24.11.2021 JHara: 24.11.2021 JMata: 24.11.2021

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, Baddji,

CEPTUOPUKAT AHAJIM3A

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

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

®

Hpoaykr: Keropon

Tel T +9158166 5000102
WWW. 1r|eddy516

Okcnpecc (keToponak) TabjaeTky, AMCIEPrUPYEMBbIE B MTOJOCTH pTa

Batch No / : V2101894 Batch Quantity / : 252,000 KG
Cepnsa Ne O6bem cepun

Analytical Report No / : 040001468264-1 Date of Analysis / : 24.11.2021
AHanuTH4eckuil oTyer No 890001555844 JaTa aHajau3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTa npon3soacTea T'ogen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JI[1-004929-011119

Page2of 6/ C1p. 2 13 6

No
Ne

Test / Iloka3aTenan

Results / PesyabTaThl

Specification / Hopma

b) By HPLC / BDXKX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test seolution
should correspond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepxuBaHus
OCHOBHOT'Q TMHKAa Ha XpoMarorpamme
HCIBITYEMOTO.  PacTBoOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHHU
YOEpXXMBAaHHA OCHOBHOTO TIHKa Ha
XpoMaTorpamme pacTBopa
CTaHgapTHOro obpaslua KeTopoiaka
TpOMeTaMHHA (paznen

«KoJIM4eCTBEHHOE onpeneneﬂne»).

ITpumeuanne: IIponykr coo

Remarks : The Product conforms to ND/

TBeTCTBYET TpeboBaruiM HJI

Conclusion : APPROVED /
Baknwuenne: OJJOBPEHO

Prepared by /
IHoarororaeHo:

Checked by /
ITpoepeHo:

Approved by: Manager/Executive /
OpobpeHo: Menemxep / Rym:so,r_m"renb

Himesh M’/—"— Pavan Kumar Sharma - 1\ 2 =

Print Date /
Jara: 21.11.2021

Print Date /
Jata: 24.11.2021

/

Print Date /
Jara: 21.11.2021

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.

De
L/ QP Formulation Unit-6
Dr.Red dy S ‘_o CERTIFICATE OF ANALYSIS vt Nalagarh Road, Baddi,
CEPTUDPUKAT AHAJIU3A Distt. Solan, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +91 98166 56001-02
Ipoayxr: Keropon" Okenpecc (keToponak) TabieTky, AUCNEprupyemMble B nw&ﬁﬁfﬁ‘}%%f’mr
Batch No / 1 V2101894 Batch Quantity / : 252.000 KG
Cepus Ne Oo0Bem cepuu

Analytical Report No / : 040001468264-1 Date of Analysis / : 24.11.2021
AHaauTHYeCKHI oT4YeT Ne 890001555844 JlaTa ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTa npou3BoJcTBa Togen xo

Analysis performed according ND / Auanu3 nposeaen mo HJI: JI1-004929-011119

Page3 of 6 /C1p.3 m3 6

No
No
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuHHOCTL butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHN30J 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). / BpeMmeHa yaepXHUBaHUA
NMKOB  2-OyTUNrHApOKCHaHW3ONA WU
3-6yTHArHapOKCHAaHU30JI1a Ha
XpomaTtorpamme HCIBITYEMOTO
pacTBOpa JIOJDKHBI ~COOTBETCTBOBATbH
BpeMeHaM yIepXKHBAHHUSA MUKOB
2-0yTHTUIPOKCHAHN30T1a 7
3-0yTUIrHApOKCHAHH301a Ha
XpoMartorpaMmme pacTBopa
CTaHJapTHOTO obpazua
GyTHUITHIPOKCHAHU30/1a (pa3nen
«CoznepxaHue
OYTHITHAPOKCHAHU30TIAN).

4 Average weight / Cpennsis 70.4 mg / 70.4 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr mo 72,8 mr (70,0 Mmr+ 4,0 %).

Test / [TokazaTennb Results / PesyabTaTsl . Specification / Hopma

Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /
18/20 Ttabaerok — He OGomee + 10 %
2/20 tabnerok — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTseTcTBYET TpeboBanuam HJY 3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: _ ITpoeepeHno: Onobpeno: Menemxkep / Bykosoauress

it - / f\-'; 1 — A e e
Ankit (R Himesh W Pavan Kumar Sharma _ /

Print Date / Print Date / Print Date /
Jara: 24.11.2021 Jara: 24.11.2021 Hara: 24.11.2021

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



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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’ &)
Dr. Reddy s ". CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTU®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e - *91 98106 26U04U2
Ipoayxt: Ketopon" Dkcnpece (ketoponak) TabIeTKH, AUCAEPrUpyeMble B n‘SWc%i“?'H%dr%YSIbO{A“r
Batch No / : V2101894 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepun

Analytical Report No / : 040001468264-1 Date of Analysis / : 24.11.2021
Anaautnuecknit oryer Ne 890001555844 Jara ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npon3BoxcTBa T'onen po

Analysis performed according ND / Anaan3s nposeaen no HJI: JIT1-004929-011119

Page 4 of 6 / C1p. 413 6

IJ\I%O Test / [lokaszaTennb Results / PesynbTaThi Specification / Hopma
5 Disintegration time / 00 min 24 sec / 00 muH 24 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 104 % Not less than 75% (Q) of
. Ci5H3sNO;*C4H | 1NO3 (ketorolac
al 0 ;
U2,/ 0N J0Sr% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 103% | 75% (Q)  CisHisNOs*CsHiiNO3
. . (keTopomaka ~ TPOMETaMUH)  4epe3
Unit-4 / Tabn-4 97 % 15 Mun
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 102 %
(/] Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHoCcTh 710 pm sieve is formed. / Obpazyercs
OJJHOPOJIHAsA CYCNEH3MA, NPOXOAAMIAs
CKBO3b CHTO C pPa3MEpPOM OTBEPCTHH
710 MKM.
8 Related impurities / PoncTBeHHbIe NpUMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcHananor
KETOpOJIaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHaJIOT KeTOponaka
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eMHAIHAS]
HeuAeHTHOULHPOBaHHAs
npUMecs

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

ITpumeuanue: I[IpoaykT cooTBeTCTRYET Tpeboranuam HJL 3axarouenue: OJOBPEHO

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

IToarororneHo: IIpoBepeno: Opnobpeno: Menemxkep / PykosoauTens

Ankit /X Himesh K&J,/L —Pavan Kumar Sharma !w-“/
i %

Print Date / Print Date / Print Date /

Hara: 24.11.2021 JHata: 24.11.2021 Hara: 24.11.2021

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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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
CERTIFICATE OF ANALYSIS vill. Khol, Nalagarh Road, Baddji,

CEPTUDPUKAT AHAJIM3A Distt Solan H.P., 173 205, INDlA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (keToponak) TableTKH, AUCEPTHPYEMbIE B nONOETH pm 10 mr

drrma\r om

Batch No / : V2101894 Batch Quantity / : 252.000 KG
Cepusa Ne O6nem cepun

Analytical Report No / : 040001468264-1 Date of Analysis / 1 24.11.2021
AdanurTHyeckmii oruer Ne 890001555844 Jlara anajiu3za

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

JlaTa npon3BoacTBa

T'ogen go

Analysis performed according ND / Ananaun3 nposegen mo HJI: JI[1-004929-011119

PageS5of 6 /Ctp. Sm3 6

No

No Test / [TokasaTeJib Results / PesynbTathl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Bona 22% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounble 0praHnyecKue pacTBOPUTESH

Isopropyl alcohol /
Uzomnpormnaxon

2 png/Tab Not more than 350 pg/tab /
He 60nee 350 MKr B TablieTke

11 Microbial enumeration tests /

MuxkpobuoJiornyeckasi YMCcTOTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmee gucno Menee 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 / O6iee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOMCKEBBIX U
TUTECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OrcytcTBUe B 1 T
12 Uniformity of dosage units / 7.0 Acceptance value (AV) not more than
ORHOPOAHOCTD 15.0 / ITpuemounoe 3Hayenue (AV) He
O3MPOBAHHS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJJ 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IlpoBepeHo: it Onobdpeno: Menemxkep / Pyxoaommenb

Ankit é Himesh W Pavan Kumar Sharma Il A

e

Print Date / Print Date / Print Date /
Hara: 24.11.2021 Hara: 24.11.2021 Jata: 24.11.2021

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 Lahoratories Ltd.

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

CEPTUDINKAT AHAJIM3A

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

Tel; +91 981bb 50001-0UZ

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
Ipoayxt: Keropon"™ Dkernpecc (keToponak) TabNeTKH, Acrieprupyembie B MOAOCT ['1r|1LT('{‘ T5%r
Batch No / : V2101894 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepuu

Analytical Report No / : 040001468264-1 Date of Analysis / : 24.11.2021
AnanaTuyeckuii orger Ne 890001555844 JaTta anann3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npou3sBoaCcTBA T'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI: JII1-004929-011119

Page 60of 6/ C1p. 6u3 6

No

Test / [lokazaTenanb
No

Results / PesyabTaThl

Specification / Hopma

13 Assay / KosinuecTBeHHOE
onpeaesieHHe

93 mg/9.3 mr
(92.7 %)

From 90mg to 11.0mg of
Ci15sH3NO3*C4H1 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
b1 (o) 11,0Mr  C1sH;3NO;3+CsH, 1 NO;3
(xeToponaka TpoMetamuH) (ot 90,0 no
110,0 % oT 3asBJICHHOTO KOJINYECTBa) B
TabneTke

14 | Butylhydroxyanisole
content / Copepxanue
OyTHIrHApPOKCHAHM30/1a

0.0954 mg/tab /
0.0954 mr B TabyeTke

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. / TIlo 10 Trabnetox B
omucrepe w3z (ITA/AJI/IID ¢
piaronornorurenem/I19BIT)
donwru // (II3/AJT) donsru. Io
2 6nuctepa ¢ MHCTPYKLMEH mO
MPUMEHEHHIO B mavyKy
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
TabreTox B 6nuctepe u3z (ITA/AJI/TIO ¢
prnaronoriotutenem/II9BII) donbru //
(I13/AJ1) dponbru. Ho 1 vnu 2 6nuctepa
C WHCTPYKLMEH [0 INPUMEHEHHMIO B
34Ky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBUM ¢ H]

17 | Storage conditions /
XpaneHnue

Below 25 °C. / [Tpu Temnepatype He Bbie 25 °C.

18 | Shelf life / Cpox rognocTu

2 years / 2 rozia

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IpoaykT coorsercTByeT TpebopaHusM HJJ 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HO)IFOTOBJIGHOI IIpoBepeHo: | Onob6peno: Menemxep / Pykosoaurens
Ankit & Himeshéuj_llﬁil——// Pavan Kumar Sharma ¢ i',~/\/
Print Date / Print Date / Print Date / -

Harta: 24,11.2021 Hara: 24,11.2021 Hara: 24,11.2071

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




