Dr.Reddy’s Q¢

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

CERTIFICATE OF ANALYSIS _
CEPTU®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
ITponykr: Keropon® Dkenpece (ketoponak) TabieTky, Jucneprapyemsie B MOJIOCTH pTa, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000KG
Cepus Ne O6Bem cepun
Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHaauTHdyecknii oryer Ne JaTa anHanmn3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jarta npoussoacrsa T'ogen oo
Analysis performed according ND / Auaaus npoeaen mo HJI: JIT1-004929-011119

Page10of6/Crp. 1136

Y®-criekrpodoTomeTprs

No . .
No Test / Iloka3aTenn Results / Pe3yabTaTsl 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. / Kpyrneie, mwiockue Kpyribie, miockue TabaeTku ¢ packoi,
TabNeTKH ¢ packo, CBETIO- CBETJIO-XKENITOTO I[BETA C I'PaBUPOBKOIA
XKENTOro LBeTa C IPaBUPOBKOM «l» Ha oJHOIt cTOpOHE.
«l» Ha OJHOH cTOpOHe.
2 Identification / IlognMHHOCTE
Ketorolac / Kemoponax
a) ByUv/ Complies / CooTBeTCTRYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpst
TIOTJIOLIEHHUs UCTIHITYEMOTO PacTBOpa U
pactBopa  craHmaptHoro  ofbpasua
KETOpOJNaka TpOMEeTaMUHa  HOJDKHBI
HUMETh MAKCUMYMBI TIPH OJHOMN U TOI Xe
IUTMHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykr coorBercTByeT Tpeboranumsm HJ|

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: @ [IporepeHo: Ono6peno: Menemwxkep / Pykogoanrens
Naresh Kumar = Himesh W Manoj Kumar J

Print Date / Print Date / Print Date /

Jara: 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, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Do
I o Formulation Unit-6
Dr.Red dy S Q.’ Vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOMKAT AHATMZA Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
ITpoayxt: Keropon® Dkcmnpece (keToponak) TabieTkH, AUCIEprupyeMble B IOJIOCTH pra, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepuH
Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHaJIHTHYECKHH oTueT No Jlara apaan3za
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara npousBoacTBa Toxen go
Analysis performed according ND / Ananns nposenen mo HJI: JII1-004929-011119

Page2 of 6/ C1p. 2 M3 6

1;.:) Test / IlokasaTenb Results / PesynbTaThl Specification / Hopma
b) By HPLC/B3XX 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). / BpeMms yAepxuBaHUA
OCHOBHOTO MHKa HA XpOMaTorpamMme
UCIBITYEMOTO  pacTeopa  JOJDKHO
COOTBETCTBOBATh BpEMeEHU
yIOEepKHUBaHMA OCHOBHOTO THKa Ha
XpoMaTorpamme pacTBopa
cTaHgapTHOro obpasua KeToponaka
TpOMeTaMHHa (pazmen
«KonuduecTBeHHOE OIPEHENCHHUEN).

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

ITprimeuanue: IlponykT cooTBeTcTBYeT TpeboBanusm HJI 3akaouenne: OJOBPEHO

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

INoarorosnexo: C IIpoBepeno: | Onobpeno: Meneoxep / Pykopoaurens

Naresh Kumar 2 Himesh W’Manoj Kumar L\TM

Print Date / Print Date / Print Date /

Mara: 15.02.2022 Hara: 15.02.2022 Hara: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

B
7. (1 ] Formulation Unit-6
Dl'. Reddy S Q.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS (¢ 5o[an, H.P, 173 205, INDIA
CEPTUOUKAT AHATH3A ;491 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg WWw-drreddys.com
IIpoaykr: Keropon® Dxcnpece (ketoponak) TabaeTku, AUCIeprupyeMble B MOJOCTH pTa, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHanuTH4YecKHil oTyeT No Hara ananmuza

Date of Manufacture / : Jan-2022 Date of Expiry / ¢ Dec-2023
Jara npoussoacTBa Togen no

Analysis performed according ND / Ananus nposegen mo HJ: JIT1-004929-011119

Page3 of 6/Crp.3u3 6

No
Ne
3 Identification Complies / CoOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTB butylhydroxyanisole peaks on the
Oy THATHAPOKCUAHU30T 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 ynepXHBaHHUA
MUKOB  2-OyTUITHAPOKCHAHH30JIA W
3-0yTMNrUAPOKCHAHH301a Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTtBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEPXKHUBAHHUS TIHKOB
2-0yTUNTHAPOKCHAHU30]1a "
3-0yTUNrHAPOKCHAHW301a Ha
XpoMaTorpaMmme pacTBopa
CTaH/IapPTHOTO obpasua
OyTHArMAPOKCHAHH30.1a (paznen
«Copnepxanue
OYTHITHAPOKCHAHU30IIAN).

Test / IloxazaTenn Results / PesynbTaThi Specification / Hopma

4 Average weight / Cpennsis 713 mg/71.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OpHopoaHOCTL Macehl 2/20 tablets - not more than + 20 % /
18/20 Ttabnerok — He Oonee + 10 %
2/20 Tabnerok — e 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneHo: C; [IporepeHo: ~ Onobpeno: Menemxkep / Pykqeoaurensb
Naresh Kumar N/ Himesh W Manoj Kumar l ' !“”E

Print Date / Print Date / Print Date /
Jlara: 15.02.2022 Jara: 15.02.2022 Jara: 15.02.2022
Registered Ottice: 8-2-337, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Tndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUO®UKAT AHAJIU3A

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: Keropon® Dkcnpecc (keToponak) TabneTky, AUCIIEPrUpyeMble B OJIOCTH pTa, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000 KG
Cepus Ne O6nem cepun

Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHanHTHYECKHI oTUeT No Jara anajusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTta mpou3BojacTBa T'onen go

Analysis performed according ND / Ananus nposenen mo HJ: JIT1-004929-011119

Page 4 of 6 / Ctp. 4 u3 6

1}2 Test / IToka3zaTenn Results / Pe3ysabTaThl Specification / Hopma
5 Disintegration time / 00 min 29 sec / 00 muH 29cek Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctn
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 105% Not less than 75% (Q) of
. Cis5H13NO3+C4H |1 NO3 (ketorolac
Unit-2 / Tabn-2 107% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*C4H11NO;
. o (keToponaka  TpPOMETaMMH)  4epe3
Unit-4 / Tabn-4 106% 15 MEH
Unit-5 / Tabn-5 106%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyerca
OJTHOPOJIHAs CYCNIEH3UA, MPOXOMASILAst
CKBO3b CHTO C pa3sMepoM OTBEPCTHH
710 MKM.
8 Related impurities / PoncTBenHble mpumecu
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuasaior
KEToponiaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.5 % / He 6osee 0,5 %
1-KeToaHaATOr KeTopoJaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eXMHHYHAS 0.03%
HeuneHTHOUIUPOBaHHAs
MPUMECH

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakmiouenne: OJIOBPEHO

Prepared by / Checked by /

IToaroroneHo: @/ [Tposepeno: ==
Naresh Kumar Himesh KM Manoj Kumar @2‘,&6—)

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

Print Date / Print Date /

Harta: 15.02.2022 Jlara: 15.02.2022

Print Date /
Jata: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANAL VSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg WWW.drreddys.com
HponykT: Ketopon® Dkcnpece (keToponak) TabneTku, IUCIEPrUPYEMBIE B NOJIOCTH pTa, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000 KG
Cepnsa Ne Ob6bem cepun

Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHAJIHTHYECKHI oTyeT No JlaTta anaausza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JdaTta npousBojacTBa T'onen xo

Analysis performed according ND / Anaau3s nposenen mo HJI: JIT1-004929-011119

Page Sof 6/ Crp. 5u3 6

i‘«o Test / IlokasaTenn Results / PesynbTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma mpumMmeceii
9 Water / Boaa 2.2% Not more than 7.0% w/w /
He 6osee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuyecKue pacTBOPUTEIH

Isopropyl alcohol /
H3zomnponaxon

3 pg/Tab Not more than 350 pg/tab /
He 6onee 350 Mxr B TabneTke

11 | Microbial enumeration tests / Mukpo6uosorndeckasi Y4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1ee yucio Meree 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 / O61ee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO TPONOIKEBBIX U
TUIeCHEBBIX IpUGOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTtcyTcTBYeT OtcytcTBHE B 1 T
12 Uniformity of dosage units / 8.4 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
J03MpOBaHUs 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[NMpumeuanue: ITponykr coorBeTcTBYET TpeboBanusM HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: @ IIpoBepeHo: __| Onobpeno: Menemwkep / Pykoponurens
Naresh Kumar Himesh W:ﬂ\danoj Kumar Mi
Print Date / Print Date / Print Date /
Jara: 15.02.2022 Jara: 15.02.2022 Jarta: 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



Dr. Reddy's Laboratories Ltd.

De
| o® Formulation Unit-6
CEPTHOHKAT AHAIM3A Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
ITpoaykT: Ketopon® Okcnpecc (keToposiak) TabieTky, JUCIeprupyeMsble B MojiocTy pra, 10 Mr
Batch No / : V2200052 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepun

Analytical Report No / : 890001573059 Date of Analysis / : 15.02.2022
AHANHTHYECKUH oTueT No JlaTa ananuza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara npoun3BoacTBa T'onen no

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

Page 6 of 6/ Ctp. 6 U3 6

1;.00 Test / [Ioka3aTenn Results / PesynbTaThl Specification / Hopma
13 Assay / KoinyecTBeHHOE 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpejesieHue (101.4 %) C15H13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 1 1,0 MrI C15H|3NO3'C4H1 1NO3
(xeropornaka TpoMeTamuH) (ot 90,0 mo
110,0 % oT 3afBJIC€HHOTO KOJIMYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab /
content / Copnep:xxanue 0.0979 mr B Tabnetke He Menee 0,042 Mr B TabneTke
OyTHArMAPOKCHAHU30J1A
15 | Package/ YnakoeBka 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 Dlisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnerok B 6nucrepe us (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | smaromornorutenem/II3BII) donbru //
6muctepe u3s  (ITA/AJVIID ¢ | (IIB/AJT) ponbru. ITo 1 unu 2 6auctepa
Bnaronoraoturenem/I12BIT) C MHCTpyKIMeH IO NPUMEHCHUIO B
tonsru // (II3/AJ]) donsru. [lo | nayky KapTOHHYIO.
2 bnucTepa ¢ MHCTpYKUHEH N0
NPHMEHEHHIO B Hauky
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B coorerctuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu TeMnepatype He Bbiie 25 °C.
XpaHeHue
18 | Ghclf life / Cpox roanocTn 2 years /2 voua
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykr coorBeTcTBYET TpeboBanusm HJJ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrorosneHo: A IIpoBepeHo: ~.| Onobpeno: Menemxep / PykoBonutens
Naresh Kumar é/ Himesh M Manoj Kumar @gﬁéa
Print Date / Print Date / Print Date /
Jara: 15.02.2022 Hata: 15.02.2022 Jara: 15.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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