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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOUKAT AHAJTH3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ~T :Z;OU oemRee
Ipoaykr: Ketopon®™ Dkcnpecc (keToponak) TabaeTKH, AUCIEPTHPYEMbIE B ﬁéﬁoé&hpﬁf%w/{r
Batch No / : V2200234 Batch Quantity / : 252.000 KG
Cepus No Oo6nem cepun

Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AnanuTH4eckuii oTyeT Ne Hdara anainza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa nmpou3BOACTBa T'open no

Analysis performed according ND / Ananu3 nposenen no HJL: JII1-004929-011119

Pagelof 6/Ctp. 1 w3 6

No . .
No Test / IlokasaTesnb Results / Pe3yabTaThl 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. / Kpyriisle, mnockue Kpyrible, miockue TabneTku ¢ packoii,
TabNeTKH ¢ Packoif, CBETIO- CBETJIO-KENTOr0 LBEeTa ¢ IPaBUPOBKOM
KEJTOTO [BETA C TPABUPOBKO «l» Ha oJHO¥ CTOpOHE.
«l» Ha 0J1HO# cTOpOHE.
2 Identification / IToxnuHHOCTH
Ketorolac / Kemopoaaxk
a) ByUv/ Complies / CoOoTBETCTRYET UV spectra of the test solution and

ketorolac tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpsl
MOTJIOUIEHHS UCIIBITYEMOrO PacTBOpa U
pacTRopa  CcTaHmapTHoro  obpasua
KeTopoJiaka TpOMETaMHHa  JIOJDKHBI
UMETH MaKCUMYMBI IIPH OJHOM U TOH xKe
IUTMHE BOJHEI (+ 2 HM).

V®-cnextpodoTomMeTpus

Conclusion : APPROVED /
3akmouyenne: OJIOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogykT cootBeTcTBYeT TpeboBaHusam HJI

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

IToarorosneHo: Y IIposepeno: ~ Onobpeno: Menemkep / Pykosoaurens

Pravesh Rana g Anil Kumar A — Amit Kumar A‘v‘ e
el

Print Date / Print Date / Print Date / '

Hara: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022

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.

e
’ °® F lation Unit-6
Dr.Reddy’s € CERTIFICATE OF ANALYSIS o/ we\on 0 o)
CEPTHOUKAT AHAJIA3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '€l : +91 38166 >6001-02
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabieTky, AMCHEPTHpyeMbIe B HERSORLHTNS F6 ur
Batch No / 1 V2200234 Batch Quantity / : 252.000 KG
Cepnus Ne O0bem cepun

Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AHanuTHYeckHil oTueT No JaTa ananmnza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npousBoacTBa Togen oo

Analysis performed according ND / Anasus nposeaen mo HJI: JIT1-004929-011119

Page2 of 6/ Crp. 213 6

No

N Test / [TokazaTenb Results / PesyabTaThi Specification / Hopma

b) By HPLC/B2XX Complies / CooTeTcTBYET 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 yoepXuUBaHHUA
OCHOBHOTO IMKa Ha XpOMarorpamme
UCOIBITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
YIEpXUBAaHUA OCHOBHOI'O TIHKA Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOro o0pasia KeTopoiaka
TpOMeTaMUHa (paznen
«KonuyecTBeHHOE ONpeieNeHuey).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykt cooTBeTcTRYET TpeboBanusM HJ{ Jaxkiarouenne: OMOBPEHO

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

[loarorosnexo: [Iposepeno: Ono6peno: Menemxep / PykoBoautesns
Pravesh Rana Anil Kumar @J Amit Kumar N N—"—

Print Date / Print Date / Print Date /
Hara: 19.02.2022 Jara: 19.02.2022 Hata: 19.02.2022
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Dr. Reddy's Laboratories Ltd.

@ e
Y °@® F lation Unit-6
Dr' Reddy S " CERTIFICATE OF ANALYSIS V?IIltnlz:ol, Nalagarh Road, Baddi,
CEPTHUOUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg €' +91 58166 56001-02
Ipoaykr: Keropon® Dkcnpece (keToponak) TabaeTkH, AUCHEPrHpPyeMble B HM'&lffleS‘gX?'farR/lF
Batch No / : V2200234 Batch Quantity / : 252.000 KG
Cepus Ne OoBem cepun

Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AHanHTHYECKHH oTyeT No darta ananuza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTta npou3BoxcTBA T'ogen oo

Analysis performed according ND / Ananu3 nposenen no HJL: JI[1-004929-011119

Page3of 6/Crp.3u36

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylbhydroxyanisole / butylhydroxyanisole and 3-
MoanuHHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHU30JT 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 ynep)KUBaHUA
MUKOB  2-OyTHUITHAPOKCHAHM30NA U
3-6yTWIrHAPOKCHAHU301A Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa HJOJDKHBL COOTBETCTBOBATh
BpeMeHaM yIOepXKHUBAHHA [THAKOB
2-6yTUNTHAPOKCHAHM301a u
3-6y THATMAPOKCHAHKU30IIa Ha
XpoMaTorpamme pacTBopa
CTaHIAPTHOTO obpaszna
OYTHITHAPOKCHAHU30J1a (pa3zmen
«Conepxanue
OYTHIITHAPOKCHAHU30JIA).

Test / [ToxazaTens Results / PesynbTaTsl Specification / Hopma

4 Average weight / Cpeanss 70.8 mg/ 70.8 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr g0 72,8 mr (70,0 Mr £ 4,0 %).

Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee * 10 %
2/20 tabnetox — He 6071ee = 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponykt cooTBeTcTBYET TpeboBanusam HJT 3akmouenne: OJIOGPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
Ilogrorosneno: [ IIpoBepeno: OpnobpeHo: Menemxep / Pykoponurens
Pravesh Rana Anil Kumar ‘ x b Amit Kumar oy

= Ay

Print Date / Print Date / Print Date /
Hara: 19.02.2022 Jara: 19.02.2022 Hara: 19.02.2022
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Dr.Reddy’s s CERTIFICATE OF ANALYSIs | ormv/ation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CEPTUOHUKAT AHAJIU3A it sojan, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabneTku, IHCIIEPrupyeMble B HORBEHEALAS F0r
Batch No / : V2200234 Batch Quantity / : 252.000KG
Cepus Ne O0nvem cepun
Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AHanuTHyeckHii oTueT Ne JlaTa aHaaIH3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa nponsBoJcTBa T'ogen mo
Analysis performed according ND / Ananns nposeaen no HJI: JII1-004929-011119
Page4 of 6/ Crp. 4m3 6
1;‘00 Test / [TokazaTenb Results / PezyasTaTsl Specification / Hopma
5 Disintegration time / 00 min 24 sec / 00 muH 24cex Not more than 3 min / He 6onee 3 Mun
PacoagaeMocTh
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 106% Not less than 75% (Q) of
. C15H13sNO3*C4H |1 NO; (ketorolac
Unit-2 / Tabn-2 104% tromethamine) in 15 min / He menece
Unit-3 / Ta6n-3 100% | 75% (Q  CisHisNOs*CHiNOs
. . (keToponaka  TpoMeTaMHMH)  Uepe3
Unit-4 / Ta6n-4 102% 15 Mun
Unit-5 / Tabx-5 101%
Unit-6 / Tab-6 100%
7] Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepeHocTb 710 pm sieve is formed. / O6pazyeTcs
OJIHOPOAHAsT CYCIEH3HA, MPOXOAAIIas
CKBO3b CHTO C pPa3MepoM OTBEpCTHIA
710 MKM.
8 Related impurities / PoncTBeHHbIE npruMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppoxcuanaior
KeTopoJiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHANOT KeTopoiaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
e qUHUYHAS S
HeraeHTHOUIMpPOBaHHAS
TpUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIponykT cooTBeTcTBYET Tpebosanuam HJI 3akarwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTormneHo: /E [porepeHo: Onobpeno: Menemkep / PykoBonuresnp
Pravesh Rana Anil Kumar g,\\ Amit Kumar N &
Print Date / Print Date / Print Date /
Hara: 19.02.2022 Hara: 19.02.2022 Jara: 19.02.2022
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Dr.Reddy’s ‘ ® CERTIFICATE OF ANALYSIS  [0/Tueton e
CEPTURUKAT AHAJM3A gyt sofan, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Iponykr: Keropon® Dxenpecc (ketoposiak) TableTkH, JHCIEPTUPYEMBIe B HOWSSFRARNS FOTIr
Batch No / 1 V2200234 Batch Quantity / : 252.000 KG
Cepusa Ne O0bem cepun

Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AHaJuTHYECKHIH oT4eT Ne Jara apannsa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npon3gojcTea I'ogen no

Analysis performed according ND / Ananuz nposeanen mo HJI: JI1-004929-011119

PageSof 6/Crp.5u3 6

No

Ne Test / [Toka3aTenb Results / Pe3yabTaTs! Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcraTouHble opraHuyecKHe pacTBOPHTEM
Isopropyl alcohol / 5 ug/Tab Not more than 350 pg/tab /
Hzonponaxon He 6onee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo6unosiornueckas YHCTOTA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O01uee yucno Memnee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpraHM3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/r

YUCIIO APOAOIKEBBIX U
TUTECHEBEBIX TPHOOR

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OrcyrctBUe B 1 1
12 | Uniformity of dosage units / 5.6 Acceptance value (AV) not more than

OaxopoanocTh 15.0 / [IpuemouHoe 3HaueHue (AV) He
J03UPOBaHUA 6onee 15,0.

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

ITpumeyanue: [IpoaykT cooTBeTcTBYET Tpebopanmam HJI 3axiouenne: OJJOBPEHO

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

IToarorosieHo: ) IlpoBepeHo: Onobpeno: Menemkep / PykoBonuresns

PraveshRana Anil Kumar Afi Amit Kumar & A

Print Date / Print Date / Print Date / :

Hara: 19.02.2022 Hara: 19.02.2022 Hara: 19.02.2022
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Dr. Reddy's Laboratories Ltd

@s
! °@® Formulation Unit-6
Dr’ Reddy S “. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUPUKAT AHAJIAZA gyt solan, H.P, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg el : #91 98166 56001-02
Ipoayxr: Keropon® Dkcnpece (keToposak) TabneTkH, JUCIEPrUPYEMBIE B HEROCHEPTAS 10 Mr
Batch No / : V2200234 Batch Quantity / : 252.000 KG
Cepus Ne O6Bem cepun

Analytical Report No / : 890001574293 Date of Analysis / : 19.02.2022
AHaJauTHYECKHH oT4eT Ne JlaTa aHaym3za

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta nponzBoacTBa T'oxen no

Analysis performed according ND / Ananus nposenen mo HJL: JII1-004929-011119

Page 6 of 6/ Ctp. 6 13 6

1}? Test / IlokasaTennb Results / Pe3ynbTaThi Specification / Hopma
13 | Assay/KoauuecTBeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaeaeHue (101.3 %) CisHi3NO3*C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 MTI Cl5H13N03'C4H1 1NO3
(xetoposaxa Tpomeramus) (oT 90,0 o
110,0 % oT 3asBJIEHHOTO KOJIMYECTRA) B
TabaeTKe
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / CogepsxkaHue 0.0943 mr B Tabnerke He menee 0,042 Mr B TabneTKe
OYTHATHAPOKCHAHU30JIA
15 | Package/ Ynakoska 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 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | TaGnerok B 6nuctepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Ta6nerox B | Bmaromornorutenem/II9BII) donwru /
Gnucrepe w3 (JTA/AJVIID ¢ | (IIS/AJT) ¢onbru. Ilo 1 unu 2 6aucrepa
pnaronornorurenem/[13BIT) ¢ HMHCTPYKIMEH 00 NpHMEHEHHIO B
¢onsru // (IT2/AJI) donbru. Ilo | NMadKy KapTOHHYIO.
2 6imuctepa © UHCTPYKLHMEH IO
TIPUMEHEHHIO B navyky
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootsetcTBuu ¢ H]T
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbiie 25 °C.
XpaHeHue
18 | Shelf life / Cpok roanoctu 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykt cooretcTBYeT Tpebopanusam HJI 3axnouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oproroneno: _J IIposepeHo: Onobpeno: Menemkep / Pykosogurens
Pravesh Rana < Anil Kumar A(J Amit Kumar Av \—

e e
Print Date / Print Date / Print Date /
Hara: 19.02.2022 Jara: 19.02.2022 Hara: 19.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



