Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

CEPTHO®UKAT AHAJIHA3A Distt. Solan, H.P., 173 205, INDIA

Tel: +01 08166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoaykr: Keropon™ Dxcnpece (keToposiak) TabieTkn, MCNEprupyeMble B MON0CTH pTa, 10 mr
Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepns Ne Oonem cepun
Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022
AHaJuTHYECKHH oTIeT N2 JlaTa anaiun3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jata npoM3BoACTBA TI'ogen no
Analysis performed according ND / Ananns nposegen no HJI: JII1-004929-011119

Page1of6/Crp. 1136

No

Yd-cniektpodoromMeTpus

No Test / [TokazaTesib Results / PeaynbraTsl ~ 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. / Kpyrisie, miockue Kpyrieie, Tiockue TabneTky ¢ Gpackoii,
TabneTkH ¢ dackoii, cBeTIo- CBETJIO-KEJITOrO L(BETa C I'PaBUPOBKO
KEJITOTO 1[BETa C TPaBUPOBKOM «l» Ha ogHOH CTOpOHE.
«» Ha OJIHOH CTOpOHE.
2 Identification / ITopaunHoCTH
Ketorolac / Kemoponak
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®-crekTpsl
MOIJIOMIEHHS MCIBITYEMOTO PacTBOpa U
pacTBOpa  CTaHpjapTHOro  ofpasiia
KeTOpOJaka TpOMeTaMMHa  HOJDKHBI
HUMETbh MaKCHUMYMBI TIPY OXHOH U TOM e
JUTKHE BOJHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpogyxT cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
Zakmouennae: OJJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
Honroroenero: (|, Ul IIpoeepeno: Onobpeno: Menemxep / Pykosoaurens
Ramakant \ N Himesh W Pavan Kumar Sharma /“LZ;//
Print Date / Print Date / Print Date /

Hata: 12.02.2022 Hara: 12.02.2022 Hara: 12.02.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHOHUKAT 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
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabieTkH, Mcepripyembie B IOJIOCTH pTa, 10 Mr

Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepuu

Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022
AnanuTHyecknii orger Ne JlaTa ananm3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npoH3BOACTBA T'onen mo

Analysis performed according ND / Ananus nposeaen mo HJI: JI1-004929-011119

Page2 of 6/ Crp. 2 m3 6

No
Ne

Test / [loka3aTeab

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC / BOXKX

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 ynepxuBaHUA
OCHOBHOrO IHMKa Ha XpoMaTorpaMmme
HCIIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
yIep)KUBaHMA OCHOBHOrO IIMKa Ha
XpoMmarorpamme pacTBopa
CTaHAapPTHOTO KEeTopoJlaKa
TpOMETaMHHa (pazmen
«KonmyecTBEHHOE ONpEIETIEHHEY).

obpasna

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykr coorBeTcTRYeT TpeboBanusam HJI

Conclusion : APPROVED /
Saxmwuenne; ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
INoarororneHo: |\ \ 0 _ IIposepeHo: | Onobpeno: Menemxep / Pljmoso;{w
Ramakant I Q}‘#\/ HimeshW‘ Pavan Kumar Sharma  (——

Print Date / - Print Date / Print Date /

Hara: 12.02.2022 Hara: 12.02.2022 Jara: 12.02.2022

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

CERTIFICATE OF ANALYSIS  Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJIN3A Distt. Solan, H.P.,, 173 205, INDIA

Tel: +01 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoxykt: Ketopon® Dkenpece (keToposnak) TabJIeTKH, AHCAEpPrupyemble B MosocTu pra, 10 Mr
Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepusn Ne OoBem cepun

Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022
AHaaHTHYECKHH oT4YeT Ne JlaTa aHaJIM3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jata npousBoacTraa T'onen no

Analysis performed according ND / Anann3 npoeenen no HJI: JII1-004929-011119

Page30of 6/C1p.3n3 6

No

o Test / Iloka3aTe/b Results / Pe3ysbTaThl

Specification / Hopma

3 Identification Complies / CooTBeTCTBYET
Butylhydroxyanisole /
HoannnHOCTL

6y TUITHAPOKCHAHU30J1

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yAepXHBaHUs
OMKOB  2-OyTUNTHApOKCHAaHU30Ia H
3-6y TUWITHIPOKCHaHU301a Ha
XpoMaTorpaMMme UCMBITYEMOTO
pacTBOpa HNOMKHBI COOTBETCTBOBATh
BpeMeHaM yaepKUBaHUA MTHKOB
2-6yTUITUIPOKCHAHU30IIA u
3-0yTWIrHIPOKCHAHU30/A Ha
XpoMaTorpaMmme pacTBopa
CT2HIAPTHOTO obpasua
OYTHWJITHAPOKCHAHHW30Na (paznen
«Copaepxanue
OYTHITHAPOKCHAHU30MAR).

4 Average weight / Cpeanss 712 mg/71.2 Mmr
Macca

67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Ot 67,2 mr go 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET
OAHOPOAHOCTHL MacChl

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oomee + 10%
2/20 TabneTok — He 6onee + 20 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBanvsaM HJL

Conclusion : APPROVED /
Zaxkmouenue: ONOBPEHO

Prepared by / Checked by /

INoarorosseHo: “"L& TIpoBepeHo:
Ramakant K s Himcsl&@x__,—’—f?

Approved by: Manager/Executive /

Ono6peno: Menemkep / P;'Eﬁoso,rﬂ}gms
Pavan Kumar Sharma </——
=

Print Date / Print Date /
Jlara: 12.02.2022 Hara: 12.02.2022

Print Date /
Hara: 12.02.2022

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tel : +Q71 68166 56001.02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hponyxt: Ketopon® Dkenpecc (ketoponak) Tabnerku, JUceprupyeMsle B MOJ0CTH pTa, 10 mr
Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022
Ananurudeckuii oruer Ne JdaTta ananunza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA T'onen mo
Analysis performed according ND / Anauns nposeaen mo HJI: JII1-004929-011119
Page4 of 6 /Ctp. 4136
1;.00 Test / Iloka3zareas Results / Pe3yabTaTsl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 mun 21 cex Not more than 3 min / He 6onee 3 Mux
Pacnapaemoctsb
6 Dissolution / PacTropenne Unit-1/ Tabn-1 102% Not less than 75% (Q) of
. Ci15H13NO3+C4H 1 1 NO; (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He meree
Unit-3 / Ta671-3 102% | 75% (Q)  CisHisNO3*C4HiNO;
. (keToponaka  TPOMETaMHH)  4€pe3
Unit-4 / Tabn-4 102% 15 mMus
Unit-5 / Ta6bn-5 100%
Unit-6 / Ta6bn-6 97%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / O6pasyertcs
OIHOpOMHAS CYCTEH3HA, MPOXOIAMmAs
CKBO3b CHMTO C pPa3MepOM OTBEPCTHI
710 MKM.
8 Related impurities / PoncTBenHble npumMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpoxcuanaior
KETOpOJIaKa
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaIOT KeTopoJiaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
e MUHUYHas 0.04%
HeuaeHTU(HUIIHPOBaHHAs
IpUMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorseTcTBYET Tpebobanuam H/I 3axawuenne: OJOBPEHO
Prepared by / ’ & Checked by / Approved by: Manager/Executive /
IToarororneno: | h ril~" | IIposepeHo: Ono6peno: Menemxep / Pyuosomrruﬂb_
Ramakant Q:,QT’L HimeshW’Pavan Kumar Sharma %
Print Date / Print Date / Print Date /
Jara: 12.02.2022 Jara: 12.02.2022 Jara: 12.02.2022

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 Q‘:°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUO®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tol .91 08166 56001.02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoayxr: Ketopon® Dkenpecc (keToposiak) TabueTky, AMCHeprupyeMsle B IOJIOCTH pTa, 10 Mr

AHaJlHTHYECKHH oTueT Ne

Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepun Ne O6bem cepun
Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022

JlaTa amanm3a

Date of Manufacture /
JaTa nponssoacTBa

: Jan-2022
Togen no

Date of Expiry /

: Dec-2023

Analysis performed according ND / Anauu3 nposenen no HJI: JI[1-004929-011119

Page Sof 6/ Ctp. Su3 6

1;.00 Test / Iloka3aTenb Results / PesyabTaTsl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6oiee 7,0 %
10 | Residual solvents by GC/ OcraTounble opraHnieckue pacTBOPUTEIN
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
HzonponaHon He 6onee 350 Mxr B TabneTxe
11 | Microbial enumeration tests / Mukpo6uoJsiorndeckas 4ncrora
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1uee 9ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
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
YHCIO JPONIKEBBIX 1
TUIECHEBBLIX TpubOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OtcytctBue B 1 T
12 Uniformity of dosage units / 31 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / IlpuemoyHoe 3HaueHue (AV) He
AO3HPOBAHHUS 6onee 15,0.

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axawyenne: OJOBPEHO

Jara: 12.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosieno: (| Ld‘ IIpoBepeno: Ono6peno: Menemxkep / PykoBoaute
Ramakant %@ﬁb/ Himesh @3__”—:» ~Pavan Kumar Sharma /“T/;/”;’ﬂ;/
Print Date / Print Date / Print Date /

Jara: 12.02.2022

Jata: 12.02.2022

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 ‘,‘:‘.'

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUOHUKAT AHAJIM3A Distt. Solan, H.P,, 173 205, INDIA
Tel: 101 02166 56001.02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoayxr: Ketopon® Dkenpece (keToponak) TabJIeTKH, AHCIeprupyeMbie B MOJIOCTH pTa, 10 Mr
Batch No / : V2200048 Batch Quantity / : 252.000 KG
Cepust Ne O0beM cepun
Analytical Report No / : 890001572098 Date of Analysis / : 12.02.2022
AHAJIATHYECKHI oTueT No JlaTa aHaauza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npou3BoaACTBA T'ogen no
Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-004929-011119

Page 6 of 6/ C1p. 6 3 6

iﬂo Test / IlokasaTenb Results / PesyabTaThbl Specification / Hopma
13 Assay / KosinuecTBeHHOE 10.0 mg/ 10.0 mr From - 90mg to 11.0mg of
onpegesieHue (100.1 %) CisH13NO3+C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 11,0 Mr C15H13N03'C4H1 1NO3
(xeToponaka TpomeramuH) (ot 90,0 mo
119,0 % oT 3asABJIEHHOTO KOJINYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab /
content / Cogep:xxanue 0.0920 mr B TabneTke He menee 0,042 mr B TabieTke
OyTHArMAPOKCHAHU30J1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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. / ITo 10
information leaflet in a carton | ra6nertok B 6anctepe u3 (ITA/AJUIID ¢
pack. / Tlo 10 Ta6nerox B | Bmaromorsorurenem/IIOBII) ¢onbru //
omacrepe w3 ([TA/AJ/TID ¢ | (I13/AJI) doneru. ITo 1 uin 2 Gnuctepa
pnaronornorurenem/[I13BIT) C MHCTpYyKUHEH Mo NpPUMEHCHHUIO B
¢doneru // (II3/AJ) doxeru. Ilo | nauKy KapTOHHYIO.
2 Giuctepa ¢ MHCTPYKLUMEH IO
NPUMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / Mapkupopka According to ND / B cootBetcTBuu ¢ HJI
17 | Storage conditions / Below 25 °C. / Tlpu Temniepatype He Bbime 25 °C.
XpaHeHnue
18 | Shelf life / Cpox rogHocTn 2 years / 2 rofa

Remarks : The Product conforms to ND/

ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpebopanusiM HJI

Conclusion : APPROVED /
Sakawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /
[MoarororneHo: LL& [TpoBepeHo: | Onobpeno: Menenxep / P{QK{)BWL
Ramakant Himesh W Pavan Kumar Sharma /V)
Print Date / Print Date / Print Date / .

Jara: 12.02.2022 Hara: 12.02.2022 Jarta: 12.02.2022

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




