Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropos Dkenpecc (keToposak) TaONETKH, NCMEPrHpYEMbIE B NONOCTH pra, 10 Mr

Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
|Cepnsi Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022
AHanuTHYeCKui oTueT No Jara ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JdaTa npousBoacTBa TI'ogen oo

Analysis performed according ND / Ananaun3 nposenen no HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Pagelof 7/Crp. 1 u3 7

No g ]
o Test / lokazaTesb Results / PesyabTaThl 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. / Kpyrable, niaockue Kpyrasle, nnockue Tabnetku ¢ dackoi,
TabneTky ¢ packoil, ceeTIIO- CBETJIO-XKENTOro I[BETA C IPaBUPOBKOH
XENTOro LBETa C IPaBUPOBKON «!» Ha OHOM CTOPOHE.
«I» Ha OHOl CTOpOHE.
2 Identification / [ToanuHHOCTH

Ketorolac / Kemoponax

Y®-cnexTpooTOMETPUA

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®-cnexkTpsbl
MOIJIOUIEHHMS KCMBITYEMOTO pacTBOpa U
pacTBopa  CTaHAapTHOro  obpasla
KeToponaka TpOMeTaMUHA  NOJKHBI
HMMETh MAKCUMYMBI TP OHON U TOM ke
JUIMHE BOJIHBI (£ 2 HM).

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

ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBaHusm HJI 3akmwouenne: OJOBPEHO

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

IMoaroroeneno: Ramakant [Tposepeno: Himesh Kumar OnobpeHo: Menemxkep / PykoBonurenb
W\A/ e Manoj Kumar kﬂ LUJ_LL/t

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.11.2022 Hara: 03.11.2022 Hara: 03.11.2022

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon" Dkenpece (keToposnak) TabneTKH, UCTIEPrupyeMbie B 11010CTH pTa, 10 mr

Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
|Cepust Ne Oo6bem cepuu 36.00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / 03.11.2022
AHaJIUTHYECKHT 0TUeT No Jara ananusza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npou3BoACTBA Tonxen go

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page2 of 7/ Crp. 2 u3 7

No

No Test / [Toka3zaTenb

Results / PesyabTaTsi

Specification / Hopma

b) By HPLC/BD2XX

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  ynepxuBaHus
OCHOBHOTO MHKa Ha XpOMaTorpaMme

UCTILITYEMOrO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMeHH
yOep)KMBaHUA OCHOBHOTO NMKa Ha
XpoMaTrorpamme pacTBOpa
cTaHgapTHoro obpasla KeTopoJiaka
TpOMETaMHHa (pa3nen

«KOJHUeCTBEHHOE OIPENENICHUER).

Remarks: The Product conforms to ND/

[Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanmam HI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

[Moxnrorosneno: Ramakant IMpoeepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaprens
%Mw/ & N Manoj Kumar M

Reprint Date / Reprint Date / Reprint Date /

Jara: 03.11.2022 Hata: 03.11.2022 Hara: 03.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29989, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

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 el +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

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

Mponykr: Ketopon" Dkenpece (xeTtoponak) TabieTku, AUCIEprUpyeMble B NOJNOCTH pTa, 10 Mr
Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022
AHanuTHYecKHi oTuer Ne JlaTa anaanza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTa npousBojcrsa Tonen no

Analysis performed according ND / Anann3z nposeaen no HJI:

JIIT-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page3of 7/ Crp.3 w3z 7

I;: Test / IlokasaTenb Results / Pe3yabtaTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IlopyinHHOCTH butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU30J 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 yn#epXkuBaHHsA
MHKOB  2-OyTWITUOPOKCUAHU3ONA U
3-OyTUITrHAPOKCHAaHU301a Ha
XpOMaTorpamme HCTILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpEMeHaM YAEPKUBAHUSA MUKOB
2-6y TUNrUAPOKCUAHU30J1a "
3-0y TURTUAPOKCHAHU30J1a Ha
XpoMaTorpamme pactBopa
CTaH/IapTHOTO obpa3sLia
6yTUNrMAPOKCHAaHU30N1a (paznen
«CopnepxxaHue
OYTUITHAPOKCHAHU3O0IAN).
4 Average weight / Cpeansis 69.7 mg/ 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+ 4,0 %).

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

[Npumeyanue: [lpoayxr cooreercTByeT TpebosaHuam HJI 3akmouenne: OJOBPEHO

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

IMoarotoeneno: Ramakant [IpoBepeno: Himesh Kumar Onobpeno: Menemxep / PykorogiTensb
Cﬁ__ﬁ_‘]:__\____x Manoj Kumar '\fh};ﬂ (1 Ltt)zj .

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.11.2022 Hara: 03.11.2022 Hara: 03.11.2022

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




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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxr: Ketopon" Dkcnpecc (keToponak) TabaeTkH, AMcneprupyembie B MonocTy pra, 10 mr

JdaTa npousBoacTBa

Batch No / 1 V2202252 Batch Quantity / : 36,00,000 tab /

Cepusn Ne Oo6bem cepuu 36,00,000 Tab

Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022

AnanuTnyeckuii oruer Ne Jara ananusza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
T'oxen no

Analysis performed according ND / Ananus nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Paged of 7/Crp. 4 m3 7

No

No Test / IlokasaTens Results / PesyabTaThi Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OaHOpPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 tabnerok — ue Oonee + 10 %
2/20 Tabnerox — He Gosee = 20 %

5 Disintegration time / 24 sec /24 cex Not more than 3 min / He 6onee 3 Mmun
Pacnagaemoctn

6 Dissolution / PacTBopeHue Unit-1 / Tabn-1 100 % Not less than 75% (Q) of

i Ci1sH13NO3+CsH 1 NO; (ketorolac
Unit-2 / Tabn-2 102 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 101% 5% Q)  CisHisNO3*CHiNO;

. . (keToposiaka ~ TpPOMETaMHH)  uepe3
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 104 %

Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTtb 710 pm sieve is formed. / ObpazyeTtcs

ONHOpOAHAs CYCIEH3Ms, MPOXOnsIuas
CKBO3b CHTO € DPa3MepPOM OTBepCTHii
710 MxMm.

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

ITpumeuanue: IlponykT coorsercTBYeT Tpebopanusam HJJ 3akmouenne: OJOBPEHO

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

IToarorosieHo: Ramakant ITposepero: Himesh Kumar Onobpeno: Menexep / Pykosoautess

w . =5 Manoj Kumar WM)
Reprint Date / Reprint Date / Reprint Date /
Jara: 03.11.2022 Hara: 03.11.2022 Hara: 03.11.2022

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

CERTIFICATE OF ANALYSIS  'el:+9198166 56001-02

CEPTUDUKAT AHAJIN3A

www.drreddys.com

18]

Ilpoaykr: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okenpecce (KEToposak) TabieTkH, AMCeprupyemslie B MOJOCTH pTa, 10 mr

Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
|Cepus Ne Ob6bem cepun 36,00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022
AHanmuTHyecKui oTuer Ne JlaTa anasusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JaTa npoussoacTsa T'ogen no

Analysis performed according ND / Ananus npoeeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

PageS5of 7/Crp.Su3z 7

8 Related impurities / PoacTBenHble npumMecu

ketorolac 1-hydroxy analog /
1-rugpokcrananor
KeTopoJiaka

ketorolac 1-keto analog/
1-KeToaHanor KeTopoJaka

Any unidentified impurity /
eAVHHUYHAs
HeuIeHTHUIIUPOBAaHHAS
MpUMECH

Below Limit of Detection Not more than 0.5 % / He 6onee 0,5 %

(LOD:0.0010%)

0.02 %

0.04%

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

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

Total impurities /
CymMa npumeceii

01%

Not more than 1.0 % / He 6omnee 1,0 %

9 Water / Boaa

23%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opraHHyecKkHe pACTBOPHTE/IU

Isopropyl alcohol /
Hsonponanon

5 pg/tab / 5 Mkr B Tabnetke Not more than 350 pg/tab /

He 6onee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/

IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by /
IMoarororieno: Ramakant [Tpoeepeno: Himesh Kumar OnobpeHo: Menemiep / Pykosoaurens

ol

Approved by: Manager/Executive /

Manoj Kumar @M{L/

Reprint Date / Reprint Date /
Jara: 03.11.2022 Hara: 03.11.2022

Reprint Date /
Jata: 03.11.2022

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 Q':'

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Ipoaykr: Keropon™

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkenpece (keToponak) TabieTKu, qucneprupyemble B NoJaocTH pra, 10 mr

Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022
Ananurnyecknii oryer Ne JlaTta aHaau3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JdaTa npouszBoacTBa I'open no

Analysis performed according ND / Ananu3 nposexen no H/L:

JII1-004929-011119 (amend Nel from 27.12.2021 / nusmenenne Nel ot 27.12.2021)

Page 60of 7/ Crp. 6 m3 7

—

11 | Microbial enumeration tests / MukpoGuosiorniyeckasi yuerora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiee uncno He 6onee 1000 KOE/r
a3p0oOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / O6mee He 6onee 100 KOE/r
YHCIIO IPOAOKEBBIX U
MJIECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytrctBue B 1 1
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OnpHopoaHOCTB 15.0 / IlpuemouHoe 3HaueHue (AV) He
[03UPOBaHus 6onee 15,0.
13 | Assay/ KonnuecTBeHHOE 9.8 mg/9.8 mr From 9.0mg to 11.0mg  of
onpeaesieHHe (98.3%) C15H13NO3*C4H ;| 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 1o
1 1,0 MI C15H13NO3’C4H11NO3
(xetoponaka TpomeTaMuH) (ot 90,0 mo
110,0 % OT 3as1BNEHHOTO KOJIMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0954 mr B Tabnetke He menee 0,042 mr B TabseTke
OyTUNrMAPOKCHAHU3OIA

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

Ilpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusaM HJJ 3akmouenne: OJJOBPEHO

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

IToaroroeneno: Ramakant ITpoeepeno: Himesh Kumar Ono6peno: Menemxep / P KOBOZHTENb
@\y@ . = Manoj Kumar \'éﬂi#

Reprint Date / Reprint Date / Reprint Date /

Hara: 03.11.2022 Hara: 03.11.2022 Hata: 03.11.2022

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

500034, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www,drreddvs.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

www.drreddys.com

CEPTUD®UKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R
Tponykr: Ketopon" Dkcnpecc (keToposak) TabneTkn, AMCneprupyemsle B MoNnocTy pra, 10 mr
Batch No / : V2202252 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0wvem cepuu 36,00,000 Tab
Analytical Report No / : 890001624838 Date of Analysis / : 03.11.2022
AnajnuTuuecKknii oryer Ne JaTa aHanu3a
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jarta npousBoacTBa T'onen no
Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / nsmenenue Nel ot 27.12.2021)

Page 7of 7/ Ctp. Tuz 7

[ 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 Tabnetok B
6nucrepe u3z ([TA/AJI/TID ¢
saaronornotuteneM/TIOBIT)

tonbru // (II3/AJ]) donvru. Ilo
2 bnuctepa ¢ MHCTpYKUMEH Mo

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. / [To 10 Tabnetok B
6nuctepe u3 (ITA/ATITID c
BiaronorjotuteneM/II19BIT) donsru //
(IT3/AJ1) donbru. Mo 1 wiu 2 Gnucrepa c
UHCTPYKUMEH MO MPUMEHEHUIO B Mauky
KAPTOHHYIO.

PUMEHEHUIO B navuky
KapTOHHYIO.
16 | Labeling/ MapkupoBka According to ND / B cootercTBum ¢ HJI
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Boilie 25 °C.
XpaHenue
18 | Shelf life / Cpox rognocTn 2 years /2 ropa

* 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.

* IIpH BbIyCKe JIEKAPCTBEHHOI0 NMpenaparTa KOHTPOJb Ka4ecTBa M0 H0KAa3aTe 0
«MuxpoouoIornyecKkas YHCTOTA» NPOBOANTCS sl Kaxkaoi 20-0i cepuH, HIH AJs OAHON cepHH B Iof,

B 3ABHCHMOCTH OT TOI'0, YTO HACTYIIHT paHbILE.

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

Ipumeuanue: [lpoaykr cooreTcTBYET TpeboBanusam HJJ 3akaouenune: OJJOBPEHO

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

INonrorosneno: Ramakant ITpoeepeno: Himesh Kumar Onobpeno: Menemwkep / Pykosoaurens
W w Manoj Kumar ‘W\_”}‘ el

Reprint Date / Reprint Date / Reprint Date /

Iara: 03.11.2022 Jara: 03.11.2022 Jara: 03.11.2022

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




