Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
Vill. Khol, Naiagarh 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
Mpoaykr: Ketopon" Dkcnpece (keToponak) TabAeTKH, AUCMIEPTUPYEMBIE B NOJOCTH pTa, 10 Mr
Batch No / : V2102151 Batch Quantity / : 252.000 KG
|Cepus Ne Oo0bem cepun

Analytical Report No / : 890001563550 Date of Analysis / : 27.12.2021
AHanuTHYecKHii oTueT No Jlara anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jlara npou3BoacTBa Toaen no

Analysis performed according ND / Auanus nposexen mo HJI; JII1-004929-011119

Page1of 6/ Crp. 113 6

V®-cnexTpoporomeTprs

N . .
N? Test / [Tokasarennb 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. / Kpyrnsle, mockue Kpyrible, miockue TabineTku ¢ Gackoi,
TabneTky ¢ gackoii, CBETIO- CBETJIO-KENTOro LBETa C IPaBUPOBKOA
XEITOro LBETA C IPaBUPOBKOK «l» Ha OHO} CTOpOHE.
«l» Ha omHOI1 cTOpOHE,
2 Identification / [TogIMHHOCTD
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). / Y®-ciextps
MOTJIOUIEHMs] UCTIBITYEMOI0 pacTBOpa
pacTBOpa  cTaHmapTHoro  obpasua
KeTopoJlaka TPOMETaMMHA  JOJDKHBI
AMETHh MaKCUMYMBI IIPH OJHOM U TOH ke
JUTMHE BOJHEI (x 2 HM).

Remarks : The Product conforms to ND/ Conclusion ;: APPROVED /
ITpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanusam HJJ 3axawuyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: IIpoBepeHo: Opnobpeno: Menemxep / PykoBoaurens
Ankit / 4 Himesh KM’ Pawan Kumar

L—
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, H
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999,

CIN: L85195AP1984PLCO

www.direddys.cun

yderabad - 500034, Telangana, India
Email: mail@drreddys.com
04507



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
TIpoayxr: Keropon" Dkcnpecc (keToponak) TabIeTkH, AUCIeprupyeMbie B MOJI0CTH pTa, 10 Mr
Batch No / : V2102151 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepHH

Analytical Report No / : 890001563550 Date of Analysis / 1 27.12.2021
Aunanurayecknit oruer Ne JlaTa ana/u3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npon3BoacTBa Toxen xo

Analysis performed according ND / Anaaus nposegen mo HJI: JII1-004929-011119

Page2 of 6/ Crp. 23 6

No

Test / [TokasaTenn
Ne

Results / PesyabTaTbl

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 ynepXHBaHHA
OCHOBHOT'O IIHKa Ha XpoMarorpamme
UCOBITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIOep)KUBaHWA OCHOBHOTO TMHKa Ha
XpoMaTorpaMmme pactBopa
CTaHIapTHOro o6pasna KeTopoiaka
TpOMeTaMHHa (pazmen

«KonuduecTBeHHOE onpez[eneﬂne»).

Remarks : The Product conforms to ND/
Ilpumeuanne: Ilponykt coorBeTcTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Hara: 27.12.2021

Hata: 27.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
Hoxroroenexo: [Tpoerepeno: Ono6peHo: Menemxkep / PykoBoauress
Ankit A Himesh I&.uiagjf/z>Pawan Kumar

P *
Print Date / Print Date / Print Date / 'I

Jara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLC0O04507
www.drreddys.com




Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Dr.Reddy’s Q

‘ CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com

IIpoaykT: Keropon" Dkcnpece (keroponak) TabieTku, Aucneprupyemble B nosaoctu pra, 10 mr

Batch No / : V2102151 Batch Quantity / : 252.000 KG

Cepus Ne Oo6Bem cepun

Analytical Report No / : 890001563550 Date of Analysis / : 27.12.2021

AHanuTudeckuii oryer Ne Jlara anaau3za

Date of Manufacture / : Dec-2021 Date of Expiry/ : Nov-2023

Jdara nponsBoacTsa T'onen go

Analysis performed according ND / Anaynms nposeaen mo HJI: JIIT1-004929-011119

Page30f 6/ Crp.3u3 6
i.:) Test / [loxasaTe/b Results / PesyabTaTsl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-

Butylhydroxyanisole / butylhydroxyanisole and 3-
IlopnMHHOCTB butylhydroxyanisole peaks on the
Oy TUJIrHAPOKCHAHU30J1 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 ynepxuBaHUsd
MUKOB  2-OyTWITHAPOKCHaHHM3ONA U
3-0yTHITHIPOKCHAHHU30JIA Ha
XpoMaTorpaMmme UCTIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM YIePXXHUBAHHSA MHUKOB

2-6y TWITHIPOKCHAHU30]1a u
3-6yTUIrHIpOKCHAHH301a Ha
Xpomarorpamme pacTBoOpa
CTaHIapTHOro obpasia
OyTUNTUAPOKCHAHU302 (pazmen
«ConepxaHue
OYTHITHIPOKCHAHU30TIA).

4 Average weight / CpegHsis 71.1mg/71.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr mo 72,8 mr (70,0 Mr + 4,0 %).
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTHL Maccehbl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gomnee + 10 %
2/20 tabaetok — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanusM HJJ Saxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno;-, IIpoBepeno: Onobpeno: Menemxep / Pykopoautens
Ankit @ Himesh Ic(:ugi_ré/_taPawan Kumar L

- .
Print Date / Print Date / Print Date / '
Hara: 27.12.2021 Jara: 27.12.2021 Hara: 27.12.2021

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: L85195AP1984PLC0ON4507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

[ T
L/ °® Formulation Unit-6
Dr' Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

o CEPTUOHKAT AHAIM3A Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com B
Hpoaykr: Ketopon" Dkenpecc (keTopoliak) TabneTkn, ANCHEPrupyeMbie B NOIOCTH pra, 10 mr

Batch No / : V2102151 Batch Quantity / : 252.000 KG

Cepus Ne O6nem cepun

Analytical Report No / : 890001563550 Date of Analysis / 1 27.12.2021
AHaguTHYeCKHi oTyeT No Jara ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

JaTta nponsBoacrea T'onen po

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

Page4 of 6 /Crp. 413 6

i.f Test / IlokazaTenn Results / PesyiabTaThl Specification / Hopma
5 Disintegration time / 00 min 43 sec / 00 muu 43 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemoctsb
6 Dissolution / PacTBopenue Unit-1/ Ta6bn-1 100 % Not less than 75% (Q) of
: Ci5H13NO3+C4H 1 NO; (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min / He meHnee
Unit-3 / Ta6n-3 100% 5%  (Q)  CisHisNO3*C4H1NOs
. (keToponaka  TpOMETaMHH)  4epes
Unit-4 / Ta6n-4 104% e
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocts 710 um sieve is formed. / O6paszyertca
OJHOPOJHAs CYCHEH3Hs, TNPOXOMALIAsL
CKBO3b CHUTO C pPa3MepOM OTBEPCTHI
710 MKM.
8 Related impurities / PoacTBeHnbie npumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He Goinee 0,5 %
1-rugpokcuananor
KeTopoaka
0.03%
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaNor KeTopoyaka
Any unidentified impurity / Ll Not more than 0.5 % / He Gonee 0,5 %
e IHHIHAS
HeHJeHTU)UIIHpOBaHHas
HpUMeECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeGoBanmsam HJJ 3axmoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorornexo: INposepeno: Onobpeno: Menemxep / PykoBonurens
Ankit (/{l Himeshé‘u_m’ai_g_/& Pawan Kumar /%/
Print Date / Print Date / Print Date /
Hata: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

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
UIN: LBSTYSAPLY84PLLLLASY
www.drreddys.com




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJINU3A

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

Tel : +91 98166 56001-02

= |

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~ www.drreddys.com
Ipoayxr: Keropon" Dkenpecce (keToposnak) TabneTky, AMCIEPrUpyeMble B NOJ0CTH pTa, 10 Mr
Batch No / : V2102151 Batch Quantity / : 252,000 KG
Cepusn Ne O6bem cepun

Analytical Report No / : 890001563550 Date of Analysis / : 27.12.2021
AdagnTH4yeckni oryeT Ne JlaTa aHaIHn3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JlaTa npousBojacTBa TI'ogen no

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-004929-011119

Page50f 6/ Ctp. 5u3 6

1.]\IV‘00 Test / [TokazaTenn Results / Pe3yabTaTthl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6omee 1,0 %
CyMMa nipumeceit

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHbie OpraHuYecKue pacTBOPHTENH

Isopropyl alcohol / 3 ng/Tab
HsomnponaHon

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

11 | Microbial enumeration tests / Mukpo6uoornyeckas YucToTa

YHUCJIO APOXKIKEBBIX U
ITICCHEBBIX l"pI/I60B

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uee yncio 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 / O6mee Menee 10 KOE/r He 6onee 100 KOE/r

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTcyTCcTRYET OrcytctBUe B 1 T
12 Uniformity of dosage units / 2.8 Acceptance value (AV) not more than
OaHopogHOCTH 15.0 / IlpnemouHoe 3HaueHue (AV) He
JIO3HPOBAHUA 6osee 15,0.

Remarks : The Product conforms to ND/
[Tpumeyanve: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /

IMonrororneHo: IlpoeepeHo: Onobpeno: Menemkep / PykoBogutens
Ankit ) Himesh W *Pawan Kumar ¢
s : -~

Approved by: Manager/Executive /

Print Date / Print Date /
Hara: 27.12.2021 Jara: 27.12.2021

Print Date /
Hara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Einail. 1iail@direddys com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUDPUKAT 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 1
Ipoayxr: Keropon™ Jkcrpece (ketoponak) TabieTku, AMCTiepriupyemble B MoJoCcTH pra, 10 mr

Batch No / : V2102151 Batch Quantity / : 252.000 KG

Cepns Ne O6bem cepun

Analytical Report No / : 890001563550 Date of Analysis / : 27.12.2021
AHaJUTHYECKHH 0TYeT No Jara ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / 1 Nov-2023

Jara npon3soacTea T'onen no

Analysis performed according ND / Ananuz npoBegen no HJI: JIT1-004929-011119

Page 6 of 6/ Ctp. 6 M3 6

1;.:) Test / ITokazaTesnb Results / PesynbTaThl Specification / Hopma
13 Assay / KoninuecTBeHHOe 10.2 mg/ 10.2 mr From 90mg to 11.0mg of
onpeneeHue (101.9 %) C5H13NO3+C4H[1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mmr C15H13NO3'C4H11N03
(xetoponaka TpometamuH) (oT 90,0 mo
110,0 % oT 3asBJIEHHOrO KOJINUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab /
content / Cogep:xkaHue 0.0939 mr B Tabnetke He menee 0,042 mr B Tabnetke
OYyTHJITMAPOKCHAHU30/12
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister 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 | TabGnerok B Gmuctepe u3 (ITA/AJUIID ¢
pack. / Tlo 10 Tabnerox B | Biaromorjorutesiem/II5BII) donbru /
6muctepe w3 (ITA/AJVIID ¢ | (II3/AJI) ¢donera. Io 1 nnu 2 6mucrepa
pnaronoriorureneM/TI9BIT) C HMHCTPYKUHME# 5O NPUMEHEHHUIO B
¢donsru // (ITS/AJ) dponeru. Ilo | mavky KapTOHHYIO.
2 Gnuctepa ¢ MHCTPYKUMEH MO
NPHUMEHEHHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cooteetcTBrH ¢ H]I
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbiine 25 °C.
Xpanenue
18 | Shelf life / Cpok roanocTu 2 years / 2 roza

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmiouenune: OJIOBPEHO

Prepared by /
IToxnroropneHo:
Ankit

3

Checked by /

[TposepeHo: Onobpeno: Menemxkep / PykoBogurens
Himesh%riar—\x///_f_{’,awan Kumar A/

Approved by: Manager/Executive /

Print Date /
JHara: 27.12.2021

Print Date /
Hara: 27.12.2021

Print Date /
Jara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, kmail: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




