Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOPUNKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoxyxT: Keropon® Dkcnpece (keToponak) TableTKH, AUCHEPrHPYEMBIE B IIOJIOCTH pTa, 10 Mr

Batch No / : V2202602 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001635539 Date of Analysis / 28.12.2022
AHanmnTHYecKkHil oTueT Ne JlaTa anaJH3a

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JdaTta npon3BoacTBa Toxen po

Analysis performed according ND / Auanus nposenen no HJI:
JI11-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Pagel of 7/ Crp. 1 m3 7

No - :
No Test / ITokazaTennb Results / PesyabTaTbl 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. / Kpyrnble, nmiockue Kpyravie, miockue tabnetku ¢ $ackoi,
TabneTky ¢ dackoil, cBETIO- CBETJIO-XKENTOrO LBETa C FPaBUPOBKOM
XKEJITOro LBETa C TPABUPOBKOH «» Ha OJIHOW CTOPOHE.
«» Ha OTHOH CTOpPOHE.
2 Identification / IToannuHOCTL

Ketorolac / Kemoponak

a) Byuv/
Y®-cnextpodoToMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekrpbl
TIOTJIOIIEHHSA UCIIBITYEMOTO pacTBOpa U
pacTBopa  cTaHgapTHoro  obOpasla
KeTopojlaka TpOMETaMHUHA  JOJKHBI
MMETbh MAKCUMYMBI [IpY OHOM Y TOM ke
JUIHE BOAHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: ponykr coorBercTBYET TpeboBaHusM HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToxgrorosneHo: Pravesh Rana

4

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonurens
Amit Kumar

Reprint Date /
Hara: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Reprint Date /
JHara: 28.12.2022

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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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoxyxT: Keropon” Dkenpece (keToposak) TabIeTKH, AHCTIeprupyeMbie B IOJIOCTH pra, 10 Mr

Batch No / 1 V2202602 Batch Quantity / : 36,00,000 tab /
Cepust No O06nem cepuH 36,00,000 Tad
Analytical Report No / : 890001635539 Date of Analysis / 28.12.2022
AHaanTHYeCKHil oT4eT No JlaTa anajansa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa NpoU3BOACTBA Tongen no

Analysis performed according ND / Ananus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / nzmenenne Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 m3 7

No

, Test / [Toka3zaTesb
No

Results / Pe3yibTaTh!

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). / Bpemsa  ynepKUBaHHA
OCHOBHOIO MHKa Ha XpoMmaTrorpamme
HCTBITYEMOTO ~ pacTBopa  AOJDKHO
COOTBETCTBOBATh BpeMeHU
yAEp)KMBAHUS OCHOBHOTO IMKa Ha
xpomarorpaMmme pacTBopa
CTaHOapTHOro KeTopoJiaka
TpOMeTaMuHa (paznen
«KOJNMYECTBEHHOE OMpPEENEHHED).

obpasua

Remarks: The Product conforms to ND/
Tpumeuanue: [poxykt cooteeTeTyeT TpeGosatusm HJL

Conclusion: APPROVED /
Baxmrouyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneno: Pravesh Rana Iporepeno: Ramakant Ono6pero: Menenxep / Pykosoaurens
1 af Amit Kumar > N
. il L |'I L\\,-'---"' =
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.12.2022 Jara: 28.12.2022 Jara: 28.12.2022

Registercd 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
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Formuiation Unit-6

Vill. Khoi, Nalagarh Road, Badd;,
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CEPTUDOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayKT: Keropoa" Dkenpece (KkeTopoak) TadAaeTkH, JUCIeprupyembie B NOJ0CTH pTa, 10 mr

Batch No/ : V2202602 Batch Quantity / : 36,00,000 tab /
Cepusi Ne OQo6BemM cepuu 36,00,000 a6
Analytical Report No / : 890001635539 Date of Analysis / 28.12.2022
Ananurudeckuii oruer Ne JaTa anajausa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa npoM3BOACTBA T'open no

Analysis performed according ND / Anann3 nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel ot 27.12.2021)

Page3of 7/Crp.3m3 7

NNS Test / [lokasaTens Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CoOTBETCTBYECT The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTL butylhydroxyanisole peaks on the
Oy THATNAPOKCUAHH30 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). / DBpeMena yaep:xuBaHuUS

NHKOB  2-OYTHATMIPOKCHAHM30NIA |
3-0yTHATHAPOKCHAHNI301a Ha
Xpomarorpamme UCIILITYEMOro
pacTBopa JAOMKHBI COOTBETCTBOBATH
BpeMcHaM YIEpXKHBAHHA TIHKOB
2-0yTWITHIPOKCHAHH30I1a "
3-6yTHATHOPOKCHAHH3011A Ha
XpoMaTorpamme pacTBopa
CTaHJApTHOTO obpasua
GYTHITUAPOKCHAHN30T1a (pazmen
«Copaepxanue

OyTWIrHIPOKCHAHM30Ma»).

4 Average weight / Cpeansis
macca

69.9 mg/ 69.9 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 10 72,8 mMr (70,0 Mmr £ 4,0 %).

Remarks: The Product conforms to ND/
[Mpumeyanue: [IpoayxT coorsercreyeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[MoarorosneHno: Pravesh Rana

-

Checked by /
ITposepeHo: Ramakant

\%\Lu@d

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

Amit Kumar © e
/

Reprint Date /
Jara: 28.12.2022

Reprint Date /
Hara: 28.12.2022

Reprint Date/
Hara: 28.12.2022

Rogistered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.ccm
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUD®HUKAT AHAJTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dkenpece (keToposax) TabIeTky, AUCIEPrUpyeMbIe B ITOJOCTH pTa, 10 mr

Batch No / 1 V2202602 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001635539 Date of Analysis / . 28.12.2022
AHAJMTHYECKHH oTyeT No JlaTa anajau3a

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JaTa npoH3BOJCTBA T'open no

Analysis performed according ND / Auanus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page4of 7/Crp. 4us 7

1;: Test / IlokazaTens Results / PesyabTaThbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OQHOPOAHOCTE MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Oomee + 10 %
2/20 TabaeTok — He Gonee £ 20 %
5 Disintegration time / 15 sec /15 cek Not more than 3 min / He 6onee 3 mun
Pacnmanaemocthb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
. C5sH13NO3°C4H;1NO;3 (ketorolac
- On- 0
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 106% | 75% (Q)  CisHisNO3*CsHuNOs
) . (xeToposiaka  TPOMETaMHMH)  Yepes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTb 710 um sieve is formed. / O6paszyetcs
OJIHOPOJHAs CYCIEH3Us, NPOXOAslIas
CKBO3b CHMTO € pPasMepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoxyKkT cooTBeTCTBYET Tpebosanuam HJL

Conclusion: APPROVED /
Jaxaouenne: OJJOBPEHO

Prepared by /
IToarorosieHo: Pravesh Rana

A4

Checked by /
IposepeHo: Ramakant

Bk

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykosoautens

Amit Kumar - T
Nt

Reprint Date /
Jara: 28.12.2022

Reprint Date /
Hara; 28.12.2022

Reprint Date /
Jara: 28.12.2022

Registered Office: 8-2-3327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.ccm
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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 55001-02
www.drreddys.com

CEPTUO®HUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dkcnpecc (ketoposiak) TabNeTKH, AUCTIeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2202602 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0nem cepun 36,00,000 Tab
Analytical Report No / : 890001635539 Date of Analysis / 28.12.2022
AnanurHyeckHii oruer Ne JlaTa aHan3a

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
HdaTa npou3BoacTBa T'onen oo

Analysis performed according ND / Anann3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenue Nel or 27.12.2021)

PageS5of 7/Crp.Su3 7

8 Related impurities / PoacTBendnie npumecH

ketorolac 1-hydroxy analog /
1-ruapoxkcuanaior

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenns ([10 =

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

KeToponaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaor KeToposaka
Any unidentified impurity / 0.05% Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHas
HenaeHTHHHUIMpPOBaHHAas
npyMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumMeceii

9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToO4HBIC OPraHMYeCKHe PaCTBOPHTENH

Isopropyl alcohol /
Hzomnponaxon

4 pg/tab /4 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mMkr B TabneTke

Remarks: The Product conforms to ND/

ITpumeuanue: Ilponykr cooTBeTcTBYET TpeboBanmam H/T

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotrosneHo: Pravesh Rana IIpoBepeno: Ramakant Onobpeno: Menemxkep / Pykosoaurens
, A Amit Kumar .
gt B
Reprint Date / Reprint Date / Reprint Date /-
JHara: 28.12.2022 Jlata; 28.12.2022 Jlara: 28.12.2022

Registered Uttice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500024, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




, q...i Dr. Reddy's Laboratories [td.
Formuiation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIHU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Dkcnipece (keToponak) TabaeTky, AMcnepripyeMble B moaocTy pra, 10 mr

Batch No / 1 V2202602 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6neM cepun 36,00,000 Tab
Analytical Report No / : 890001635539 Date of Analysis / : 28.12.2022
AHaJTHTHYECKUH 0TUeT No JaTa ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
dara npon3BoacTBa Tonen no

Analysis performed according ND / Ananns nposenen mo HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 6of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Mukpoouosiornyeckas yucrora®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee yucno He 6onee 1000 KOE/r
a’3pOOHbIX MUKPO-

OpraHu3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He Gonee 100 KOE/r

YHCIIO APOMOKEBBIX U
TUTECHERBIX TPUOOB

c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBUE B 1 T
12 | Uniformity of dosage units / 5.1 : Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / IlpuemMounoe 3HaueHue (AV) He
O03UpPOBaHUA 6onee 15,0.
13 Assay / Konu4decTBeHHOe 9.9 mg/9.9 mMr From 90mg to 11.0 mg of
ompeaejeHne (98.7%) CisH13NO3+C4H 1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr no
11,0 Mr C15H13NO3’C4H1 1NO3
(xeroponaka TpomeramuH) (or 90,0 mo
110,0 % oT 3asBJICHHOTO KOJHMYECTBA) B

TabneTKe
14 | Butylhydroxyanisole 0.0964 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0964 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THIITHAPOKCHAHH30J12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpedosanuam HJL 3axmwyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrororneno: Pravesh Rana ITpoBepeHo: Ramaka?t Ono6peHo: Menemxkep / Pykosoaurenb
/ ’ ‘kgq!_'_ Amit Kumar N\ < \e— -
/Z/ {\, {\.U- /> ! -..n\\
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.12.2022 Hara: 28.12.2022 Hara: 28.12.2022
Regislered Office, 8-2-337, Ruad Nu. 3, Banjaia Hills, Hydeirabad - 500023, Telangano, Bidi

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.ccm



, q..l Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 55001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon™ Dkcnpecc (ketoponak) TableTKH, IMCTIEprUpYEMbIE B MOJIOCTH pra, 10 Mr

Batch No / : V2202602 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tabd
Analytical Report No / ¢ 890001635539 Date of Analysis / ¢ 28.12.2022
AHAJHTHYECKHIT oTueT Ne JaTa ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
Jara npou3BoacTBa Tonen xo

Analysis performed according ND / Anaqu3s nposeaen nmo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel ot 27.12.2021)

Page 70f7/Crp. Tuz 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. / Tlo 10 TabneTok B
information leaflet in a carton | Guucrepe u3 (TTA/AJI/TID c
pack. / Ilo 10 Tabnerox B | Bnaronormorurenem/II13BII) ¢onbru //
onucrepe w3 (IIA/AJI/TID ¢ | (ITD/AJ]) dossru. ITo 1 unu 2 Gnucrtepa ¢
Bnaronornorurenem/[19BIT) WHCTPYKLMEH MO MPUMEHEHUIO B MayKy
Gonbru // (IM3/AJT) domeru. Ilo | kapToHHYIO.

2 6nucTepa ¢ WHCTpYKUHEN MO

NPUMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B coorBetctBuu ¢ HJJ

17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Bbile 25 °C.

XpaHenne

18 Shelf life / Cpok roaHoctun 2 years / 2 roza

* At product release the quality control as per the parameter « Microbial enumeration testsy is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* IIpH BBINYCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KA4eCTBA M0 MOKA3aTeI0
«MHKPOOHOI0THYECKAS YHCTOTAY MPOBOAUTCH AJIst KaxKAoi 20-0ii CEepHH, HJIH AJIS OAHON cepHH B roj,
B 3ABHCHMOCTH OT TOT'0, YTO HACTYNHT paHbIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Ipoaykt cooTseTcTBYeT TpeboBanusM HJT 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Pravesh Rana IIpoBepeHo: Ramakant Onobpeno: Menemxep / PykoBoautens
i Amit Kumar [\ B
3 Juted A
Reprint Date / Reprint Date / Reprint Date/
MHara: 28.12.2022 Hara: 28.12.2022 Hara: 28.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com



