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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Keropon® Dkcnpece (keToponak) TabeTky, AuciepripyeMsble B I0JI0CTH pTa, 10 Mr
Batch No / : V2200050 Batch Quantity / : 252.000 KG
Cepus No Oo6BemM cepuH

Analytical Report No / : 890001573439 Date of Analysis / : 15.02.2022
AHanuTHYecKHil oTyeT No JlaTa ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara nmpon3BoacTBa T'open no

Analysis performed according ND / Anasu3 nposenen mo HJI: JI[1-004929-011119

Pagelof 6/Crp. 1u36

Y®-cnexrpodoromeTpus

N " 5
.Ni? Test / IlokasaTesb Results / PesyabTaTs! 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. / Kpyrnelie, mockue Kpyrisie, miockue TabneTku ¢ $ackoi,
TabneTkH ¢ ackoii, ceeTIo- CBETJIO-XKETOro LIBETA C PAaBHPOBKOM
XKENTOro LBEeTa C FPaBUPOBKOH «» Ha OJJHOI CTOpOHE.
«l» Ha OHOII CTOpOHE.
2 Identification / Ilop1MHHOCTD
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTpsl
MOTJIOUICHHS HCIIBITYEMOTO pacTBopa 1
pactBopa  cTraHmapTHoro  obpasma
KETOpoNaka TpPOMEeTaMHHa JOJDKHBI
HWMEeTh MaKCUMYMBI IIPH OXHOM H TOH ke
IUTMHE BOJIHEI (£ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanwue: [Iponykr coorBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Jara: 15.02.2022

Harta: 15.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: @ ITporepeHo: — Onobpeno: Menemiep / Pykosogurens
Naresh Kumar = Himesh W Manoj Kumar (@L&L

Print Date / Print Date / Print Date /

Jlata: 15.02.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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. °® Formulation Unit-6
Dr. Red dy S ‘.. CERTIFICATE OF ANALYSIS Vil Kho!l, Nalagarh Road, Baddi,
Tel ; +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mgwww.drreddys.com
Mpoayxrt: Ketopon® Dkenpecc (keToponak) TabneTkH, Juchnepriupyemsie B ronocTi pra, 10 mr
Batch No / : V2200050 Batch Quantity / : 252.000KG
Cepus Ne O6Bem cepun
Analytical Report No / : 890001573439 Date of Analysis / : 15.02.2022
AnajnurHyecknii orTuer Ne JlaTa ananu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoH3BoACTBA T'open o
Analysis performed according ND / Auasnus nposeaer mo HJI: JI[1-004929-011119
Page2 of 6/Crp.2u3 6
1}00 Test / ITokazaTeJb Results / PesynabTaThbl Specification / Hopma
b) By HPLC/B2XX 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). / BpeMmsa yldepXHUBaHHA
OCHOBHOTO [IMKa Ha XpoMaTorpamme
HCIILITYEMOTO  pacTBopa  JOJDKHO

COOTBETCTBOBATD BpEMEHH
yOEepXUBaHHSI OCHOBHOTO IMKa Ha
XpoMaTorpamme pacTBopa
cTaHmapTHoro ofpaslja KeTopoJjaka
TpOMeTaMUHA (pazpmen

«KonnyecTBeHHOE onpenenem/le»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumedanue: ITponykt cooTBeTcTRYeT TpeboBanusam HJI 3akawuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Q/ IIpoeepeHno: _—{ Onobpeno: Mewnemkep / PygoBoaurens
Naresh Kumar Himesh KM Manoj Kumar e i

Print Date / Print Date / Print Date /

Hara: 15.02.2022 Jara: 15.02.2022 Jlara: 15.02.2022

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
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www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Do
P e@ Formulation Unit-6
Dr‘ Reddy S ‘.. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoayxt: Ketopon® Okenpecc (keToponak) TabaeTKy, JMCIeprupyemele B OJIOCTH pra, 10 Mr
Batch No / : V2200050 Batch Quantity / : 252.000 KG
Cepns Ne O6beM cepHH

Analytical Report No / : 890001573439 Date of Analysis / : 15.02.2022
AHaJMTHYeCKHIi oTueT Ne Jara ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa mpou3BoacTBa T'onen no

Analysis performed according ND / Ananus nposegen mo HJI: JI11-004929-011119

Page3of 6/Crp.3u3 6

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
6y TMIrMAPOKCHAHHU30 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 yAepXHUBaHHA
NUKOB  2-OYTHNTHAPOKCHaHM30Na |
3-6yTHITHAPOKCHAHH301a Ha
XpoMartorpaMmme HCTIBITYEMOTO
pacTBopa HOJKHBL COOTBETCTBOBATb
BpeMeHaM yIOepKUBaHHA MTUKOB
2-6yTUNTHIPOKCHAHU30JIa )i}
3-0yTUITHAPOKCHAHHU30JIa Ha
Xpomarorpamme pacTBopa
CTaHOapTHOFO obpasua
OyTHITHAPOKCHAHU30JIA (pasnmen
«Conepxanue
GyTUITHAPOKCHAHH30JIAN).

Test / [loxasaTesn Results / PesyabTaThl Specification / Hopma

4 Average weight / Cpeansis 68.4 mg/ 68.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 mr go 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTH MAcCChl 2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — He Oomee + 10 %
2/20 Tabnetok — He 6oxnee + 20 %

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

INpumeyanue: [IpoaykT coorseTcTBYeT Tpebosanuam HJI 3axmouenne: OJOBPEHO

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

ITonrororneno: @ IlposepeHo: OnobpeHo: Menemxkep / PykoBoauTesb
=

Naresh Kumar Himesh M Manoj Kumar @Q&L

Print Date / Print Date / Print Date /
Hara: 15.02.2022 Jara: 15.02.2022 Jara: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, §ax: +31 40 4900 2995, 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,

CEPTUOUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoaykt: Ketopon® Dkcnpecc (keToponak) TabneTky, JUCTieprupyeMble B MOJIOCTH pra, 10 mMr
Batch No / : V2200050 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepan

Analytical Report No / : 890001573439 Date of Analysis / : 15.02.2022
AHanuTudeckuil oTyet Ne Jlara anaanza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoun3sBoacTBa I'onen oo

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

Page4 0of 6/ Crp. 4 u3 6

1;.2 Test / IlokazaTesb Results / PesyabTaThl Specification / Hopma
5 Disintegration time / 00 min 35 sec / 00 muH 35cex Not more than 3 min / He 6onee 3 Muu
Pacnagaemocthb
6 Dissolution / PacTBopeHue Unit-1 / Tabn-1 97% Not less than 75% (Q) of
. CisH13NO;+C4H [ 1NOs (ketorolac
Unit-2 / Tabn-2 ey tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96% 75% (Q)  CisHisNO3+*C4Hi1NOs
. . (keToponaka  TPOMETaMHH)  4EPE3
Unit-4 / Tabn-4 102% IS
Unit-5 / Tabn-5 98%
Unit-6 / Taba-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / Obpa3yercs
OJIHOPOAHAS CYCIIEH3MA, MPOXOAAIIAL
CKBO3b CUTO C pPa3MEpPOM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHble IpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpokcuaHanor
KeTopoJIaKa
ketorolac 1-keto analog/ 0.06% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHANIOr KETOPOJIaKa
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eAUHUYHAs 0.03%
HeUIEHTH)UIMPOBaHHAS
MPUMECH

Remarks : The Product conforms to ND/
[Ipumeuanue: [IponykT cootBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneno: /| IIposepeno: Ono6peno: Menekep / PykoBoautens
Naresh Kumar S Himesh Kumar.] — — | Manoj Kumar l\hjﬂ;ﬂ'

Print Date / Print Date / Print Date /

Hara: 15.02.2022 Hara: 15.02.2022 Hara: 15.02.2022

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




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoayxt: Keropon® Dkenpecc (ketoponak) TabneTku, AUCTIeprupyemsle B noaocty pra, 10 mr
Batch No / : V2200050 Batch Quantity / : 252.000 KG
Cepus Ne O6nem cepun

Analytical Report No / + 890001573439 Date of Analysis / : 15.02.2022
AnanuTHdeckuii oTueT Ne JlaTa ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BoacTBa I'open no

Analysis performed according ND / Anasus nposeaen mo H/I: JI1-004929-011119

PageSof 6/Crp.Sm3 6

1;,2 Test / Iloka3zaTens Results / Pe3yabTaTsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMma npumeceii
9 Water / Bona 2.2% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTaTouHble opraHndecKue pacTBOPUTE U
Isopropyl alcohol / 3 pg/Tab Not more than 350 pg/tab /
HzonponaHon He Gonee 350 mkr B TabneTke
11 | Microbial enumeration tests / Mukpo6uosoruyeckas YuHcToTa
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee qucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MUKPO-
OpPraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/r He Gonee 100 KOE/r
YHUCIIO JPONOKEBBIX U
TUIECHEBBIX TPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcyrctBHe B 1 T
12 Uniformity of dosage units / 2.7 Acceptance value (AV) not more than
OaHopoAHOCTDH 15.0 / IlpuemMoyHoe 3HaueHue (AV) He
J03HPOBaHHUS 6ouee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axknwuenne: OJJOBPEHO

Prepared by /
IlonrorosneHo:

Natesl Kutat peti

Checked by /
IIpoeepeno:

IIhncsh@__,,, =

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar MHiieesd

Print Date /
JlaTta: 15.02.2022

Print Date /
Jata: 15.02.2022

Print Date /
Jlara: 15.02.2022

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

CERTIFICATE OF ANALYSIS Vil Khol, Nalagarh Road, Baddi,

CEPTH®UKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel-+91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Kertopon® Dkcnpecc (keToponak) tabierky, HcneprupyemMbie B nonocty pra, 10 mr

Batch No / : V2200050 Batch Quantity / : 252.000 KG
Cepust Ne O6bem cepun
Analytical Report No / : 890001573439 Date of Analysis / : 15.02.2022

AHanuTHYeCKHH oTyeT Ne

JaTta anainza

Date of Manufacture /
Jara npoussoacrea

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

T'ogen mo

Analysis performed according ND / Anasn3 nposened no HJI: JI1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

1}00 Test / Iloxa3aTenan Results / PesynbTaTsl Specification / Hopma
13 Assay / KoinyecrBeHHOe 9.9 mg /9.9 Mr From 90mg to 11.0mg of
onpeeJicHHe (98.7 %) C15H13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mMr  CisHisNO3*C4H11NOs
(xeToposiaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3a4BJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / CopgepxaHue 0.0965 mr B TabneTke He Menee 0,042 mr B TabnieTke
Oy THArHAPOKCHAHM30J1A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Ta6netox B 6iuctepe u3 (ITA/AJI/TIS ¢
pack. / Tlo 10 Tabnetrok B | BrnaronornoruteneM/IIOBII) doneru //
omuctepe u3  ([TA/AJVTID ¢ | (TI3/AJI) donery. ITo 1 wiu 2 6auctepa
praronornorutenem/[13BII) ¢ HMHCTpPYKLIWEH [0 NPUMEHEHHIO B
donwru // (IID/AJ]) doneru. [lo | madKy KapTOHHYIO.
2 Onmuctepa ¢ MHCTPYKLUEH nO
NPHMEHEHHUIO B navyKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercTteuu ¢ HJI
I’/ | Storage conditions / Below 25 °C. / Ilpu TeMnepatype He sbiue 25 °C.
XpaneHue
18 Shelf life / Cpok rogHocTH 2 years / 2 rozia
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanwe: Ilpoaykr cooTBeTcTByeT TpeboBanusam HJL 3akmouyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: C‘e IIporepeno: Onobpeno: Menemxep / PykoBoaurennb
Naresh Kumar - Himesh ——Manoj Kumar \h) .
: Ny
Print Date / Print Date / Print Date /
Harta: 15.02.2022 Hara: 15.02.2022 MHara: 15.02.2022

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