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Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
IpoayxkTt: Keropon"™ Dkcnpecc (keToposiak) TabNeTKH, AMCNEPrUpyeMble B WO H ¢rdysiEomr
Batch No / : V2101794 Batch Quantity / 1 252.000 KG
|Cepusa Ne O0Bbem cepun

Analytical Report No / : 890001552703 Date of Analysis / 1 29.10.2021
AHajuTnyeckuii oryer Ne JlaTa anann3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npon3BoacTea Togen go

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

Pagelof 6/ Crp. 1 u3 6

1}00 Test / [lokasaTenb Results / PesyabraThi 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. / Kpyrnble, mnockue Kpyrible, nnockue tabnetku ¢ packoii,
TabneTku ¢ dackoi, creTIO- CBETJIO-XKEJITOrO L(BETA C IPABUPOBKOI
XKEJITOTO LBETA C [PABUPOBKOM «l» Ha OIHOM CTOpOHE.
«» Ha OOHOH CTOPOHE.
2 Identification / IlopnnHHOCTD
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®-cnektpsl
TIOMTIOUIEHHS MCTILITYEMOTO pacTBOpa
pacTBOpa  cTaHmapTHoro  obpasua
KeTopoJlaka TpPOMETaMHMHA  JIOJKHEI
MMETh MaKCUMYMBI IIPH OXHOM U TOH e
IUIMHE BOJIHBI (£ 2 HM).

Y®-cnextpodoromeTpus

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr cootBeTcTBYET TpeboBanusm HJT

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroseHo: IlpoBepeHo: Onobpeno: Menemxep)/ Pykosoaurens
Ankit L‘A Himesh I@&g&/_/ﬁ‘ Abhishek Chauhan | (

Print Date / Print Date / Print Date /

Jara: 29.10.2021 Hara: 29.10.2021 Hara: 29.10.2021

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

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

CEPTHPHKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Ipoaykt: Keropon” Dkenpece (keToposiak) TabaeTku, AMcAeprupyembie et pady sl Oosr

Batch No / : V2101794 Batch Quantity / : 252000 KG
Cepus Ne O6bem cepuu

Analytical Report No / : 890001552703 Date of Analysis / 1 29.10.2021
AHaJIUTHYECKHI 0THeT No JlarTa ananausa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jdara npoussoacrea TI'open mo

Analysis performed according ND / Auanus nposexen mo HJI: JIT1-004929-011119

Page2 of 6 /Crp.2 u3 6

No

Ne Test / ITokasarenan

Results / Pe3yabTaTh!

Specification / Hopma

b) By HPLC / BDXX

Complies / CooTBeTCTRYET

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 yaepxuBaHuA
OCHOBHOTO MMKa Ha XpOMaTorpamme
UCIILITYEMOIO  pacTBopa  JOJIKHO
COOTBETCTBOBATh BpEMeHHU
YIOEPXKMBAHHMA OCHOBHOTO TIHMKa Ha
XpoMarorpaMmme pacTBOpa
CTaHJAapTHOTO KeTOopoJiaka
TpOMETaMUHa (pazzmen
«KonuyecTBeHHOE ONpenesieHHE).

obpasua

Remarks : The Product conforms to ND/
Ipumeuanue: IMponykr coorBercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
3axaroyenne: OJOBPEHO

Hara: 29.10.2021

Hata: 29.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroengHo: IIpoeepeno: Ono6peno: Menemkep / Pykosoantesb
Ankit A Himesh W Abhishek Chauhan

‘i,/ : Aerr
Print Date / Print Date / Print Date /

Hara: 29.10.2021

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@drredcys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
’ ® , -
Dr.Red dy S ‘o. CERTIFICATE OF ANALYSIS  Formulation Unit-6 _
o . CEPTUOUKAT AHAJII3A Vill. Khol, Nalagarh Road, Baddi,
— - Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel :+91 98166 56001-02
Ipoaykr: Ketopon” Dkenpece (keroponak) TabneTky, AUCTIEPrupyeMble B HBNGCH I PIAYSI® -
Batch No / : V2101794 Batch Quantity / 1 252.000 KG
Cepun Ne Oo0Bem cepun

Analytical Report No / : 890001552703 Date of Analysis / 1 29.10.2021
AHAJTHTHYECKHH oTUeT No Hara ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTa npounssogcrea Tozen no

Analysis performed according ND / Ananus nposexen no HJI: JIIT-004929-011119

Page3 of 6/ Ctp.3 u3 6

Test / IloxazaTenn Results / PesyjibTaThl Specification / Hopma

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INopnuuHOCTL butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHHN30JT 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 ymepxuBaHUS
NMUKOB  2-OyTUITMAPOKCHAHHM30IA MU
3-Oy TWIrMOpOKCHaHU30Ia Ha
XpoMaTorpamMmme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yIepKUBaHHUS TTHKOB
2-0yTUNTHOPOKCHAHU30JIA U
3-OyTUArHIPOKCHAHHU30J1a Ha
XpoMaTrorpamme pactsopa
CTaHAAPTHOTO obpasia
OyTUNTHAPOKCHAHU30IIA (pazpen
«Conepxanue
OyTUNTHAPOKCHAHU30JIAY).

4 Average weight / Cpennsia 69.5 mg/ 69.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr po 72,8 Mr (70,0 Mr = 4,0 %).

Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHopoaHoCTL Macchl 2/20 tablets - not more than + 20 % /
18/20 Ttabmerok — He Gomee + 10 %
2/20 Tabnerok — He Gosee £ 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanne: Ipoaykr coorserctByet Tpe6oBanuam HJJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Iloarororneno: Iporepeno: Ono6peno: Menemxkep | PykosoauTtess
Ankic /) Himesh Kumar S _——ZPAbhishek Chauhan | /
s ‘
Print Date / Print Date / Print Date /
Hara: 29.10.2021 Hara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘:‘:‘

CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
IMpomyxr: Keropon™ Drenpece (keToponak) tabnetku, aucneprupyemsie B ioHed i G5/ 108ir
Batch No / : V2101794 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001552703 Date of Analysis / : 29.10.2021
AHanuTHYeCKHH 0THeT No Hara ananuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara mpouzBoacrea T'ogen g0

Analysis performed according ND / Anasns nposegen no HJI: JI[1-004929-011119

Page40f 6/ Crp.4u3 6

1;.? Test / IToxa3aTenn Results / Pe3yabTaTel Specification / Hopma
5 Disintegration time / 00 min 15 sec / 00 mMuH 15 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocts
6 Dissolution / PacTrBopenne Unit-1/ Ta6n-1 101 % Not less than 75% (Q) of
. Ci5H13NO3+C4H|;NO; (ketorolac
Unit-2 / Tabn-2 101 % tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 93 % 75%  (Q)  CisHisNO3+C4H(1NO;3
) ) (keToponaka  TpOMETaMHMH)  4epes
Unit-4 / Tabn-4 101 % 15 MEH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / CoorBeTcTBYET A uniform suspension passing through a
JAucnepcuocts 710 pm sieve is formed. / O6pasyerca
OOHOPOAHAsA CYCNEH3MA, MPOXOMALIAs
CKBO3b CHTO C pa3MepOM OTBEpCTHIA
710 MxM.
8 Related impurities / PoacTsennsie npumecn
ketorolac 1-hydroxy analog / BDL (Disregard Area 924) Not more than 0.5 % / He Gonee 0,5 %
1-rugpokcuananor
KeToponaka
ketorolac 1-keto analog/ 0.02% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaor KeTopoiiaka
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
€VMHUYHASA
HeUACHTUUIIUPOBAHHAA
MPUMECH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeyanue: [poaykT cooTBeTcTBYeT TpeboBanusam HJI 3axarouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IIporepeno: Onobpeno: Menemxep /|Pykosonurests
Ankit 4 Himesh Ifg&f/l_f) Abhishek Chauhan ! ?O

{2 _
Print Date / Print Date / Print Date /
Hara: 29.10.2021 Hara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘f:’.

CERTIFICATE OF ANALYSIS

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

CEPTUD®UKAT AHAJIU3A

Vill. Khol, Nalagarh Road, Badd;i,

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Ipoayxr: Ketopoa” Dkernpece (KeToposnak) TadneTki, AMCHeprupyesbie B N6 i pAAYSI PR

Batch No / : V2101794 Batch Quantity / : 252.000 KG
Cepus Ne O6nem cepin

Analytical Report No / : 890001552703 Date of Analysis / : 29.10.2021
AHanuTHYecKHi oTyeT No Hara anaagusa

Date of Manufacture / : Oct-2021 Date of Expiry / ¢ Sep-2023
JMaTa npousBogcTBa T'open no

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

Page S of 6/ Ctp. Sm3 6

ioo Test / lokazarens Results / PeayabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceit
9 Water / Bona 23% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTounble opraunueckue PACTBOpUTEHU
Isopropyl alcohol / 2 ng/Tab Not more than 350 pg/tab /
Hzonponaxon He 6onee 350 mkr B Tabnerke
11 | Microbial enumeration tests / MuKpo6H0I0rHYecKas 4ncTOTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
23pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JPOAOKEBBIX U
IUIECHEBBIX IpUbOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcytcTBYeET OrcyrctBHE B 1 T
12 Uniformity of dosage units / 9.6 Acceptance value (AV) not more than
OanopoaHoCcTL 15.0 / ITpueMouHoe 3Hauenue (AV) He
JA03HPOBAHUS 6onee 15,0.

Remarks : The Product conforms to ND/
[pumeuanne: IponykT coorBeteTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3axiaouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: IIposepeno: Ono6peno: Menemxkep / Pykosoaurens
Ankit /) HimesM/_o Abhishek Chauhan [

Print Date / Print Date / Print Date /

Hara: 29.10.2021 Jara: 29.10.2021 Hara: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd
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Dr.Reddy’s ¢ cumcum oravuys gl vus™
CEPTUDIKAT AHAJIA3A Distt. Solan, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
IMpoayxr: Ketopon™ Drenpece (ketoponak) tabaeTku, AMCTIEprupyemMble B HHOCTH FA4/S 1 Mr
Batch No / : V2101794 Batch Quantity / : 252.000 KG
Cepns Ne Oo0BeMm cepun

Analytical Report No / : 890001552703 Date of Analysis / : 29.10.2021
AunanurTHyecknii oTuer No Jara aHaansa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jdara nmpouszBoacrea T'omen o

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

Page 6 of 6/ C1p. 6 13 6

ioo Test / [Toka3zaTenb Results / PesynbTaThb Specification / Hopma
13 Assay / KonnuecrBennoe 10.0 mg / 10.0 mMr From 90mg to 11.0mg of
ompeneneHue (100.3 %) Ci5H13NO3°C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
p1(o] 1 1,0 ML C15H13NO3°C4H11NO3
(xeToporaka Tpometamun) (ot 90,0 mo
110,0 % oT 3asBJAECHHOTO KONHYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxkanue 0.0967 Mr B Tabnetke He menee 0,042 mr B Tabietke
OYyTHATHAPOKCHAHH30J1a
15 | Package / Ynaxkoska 10 tablets in a blister of | 10 tabletsin ablister 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 | TabGnetok B 6mucTepe u3 (MIA/AJI/IID ¢
pack. / Ilo 10 Tabnerox B | Biraronornmotutenem/[13BIT) donsru //
Gmacrepe w3 (IIA/AJ/IID ¢ | (IT3/AJT) donbru. ITo 1 wnm 2 6nucTepa
Bnaronoryorurenem/I19BII) C MHCTpYKUMEH [0 NpUMEHEHHIO B
oseru // (IT3/AJT) doneru. ITo | madky KapTOHHYIO.
2 bnucrepa ¢ MHCTPYKLMEH II0
MPHAMEHEHHIO B ravky
KapTOHHYIO.
16 | Labeling / Mapxkuposka According to ND / B cootsetcteuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Ilpu TeMmepatype He Bbiie 25 °C.
XpaHeHHe
18 | Shelf life / Cpok roanocrn 2 years/ 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [Tpoaykr cootercTBYeT Tpebopanusm HJJ 3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrororneno: ITpoBepeno: ___| Ono6peno: Menemxkep / Pykosoauresns
Ankit ﬁ Himesh W Abhishek Chauhan L [

Print Date / Print Date / Print Date /

Hata: 29.10.2021 Hata: 29.10.2021 Hata: 29.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2598, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



