Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

CEPTHOPUKAT 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
Ipoayxt: Keropon™ Dkenpece (keToponak) TabIeTKH, AUCNIEPTHPYEMBIC B yoswerepaas. §0nmr

Batch No / : V2101293 Batch Quantity / : 252.000 KG
Cepus Ne O0beM cepHH

Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
AHAJTHTHYECKHH oTUyeT No JlaTa aHaJau3a

Date of Manufacture / : July-2021 Date of Expiry / + Jun-2023
JaTa npoH3BOJACTBA T'ogen no

Analysis performed according ND / Ananms nposesen no HJL: JI11-004929-011119

Page 1 0f 6/ Ctp. 113 6

No

No Test / Ilokasareib Results / PesynbTaTel 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. / Kpyrasle, Iockue Kpyrisle, miockue TabneTku ¢ $hackoi,
TabneTkH ¢ packoii, ceeTo- CBETIO-XKENTOro LBETa ¢ TPaBUPOBKOH
KEJITOrO LBETA C TPaBUPOBKOM «» Ha OJ{HOM CTOPOHE.
«» Ha OJ{HOIt CTOPOHE.
2 Identification / [lopMHHHOCTD
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

V®-cnekTpooTOMETPUA

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekrpsl
MOTIOLIEHHA UCITBITYEMOro pacTBopa K
pacTBOpa  CTaHIapTHoro  ofpasia
KEeTOpoJiaka  TPOMETaMHHa  JOJDKHBI
HMETb MAKCHMYMBI [IPY OJHOM 1 TOH xKe
IUIMHE BONHEI (+ 2 HM).

Remarks : The Product conforms to ND/
[Tpimeuanne: IIpomyKT COOTBETCTBYET tpeboBanuam H/1

Conclusion : APPROVED /
3akmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroByieHo: 5 IIpoBepeHo: Ono6peno: Menemkep / PykoBonurens
Pardeep Kumar —_ 4{' B Himesh Kunc’la’x_;l/,-z“;?awan Kumar _}f

= — . . . ST
Print Date / Print Date / Print Date /
Jara: 08.04.2022 JTata: 08.04.2022 Jara: 08.04.2022

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: L85195AP1984PLCC04507
www.drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd.

CERTIFICATE OF ANALYSIS Formulation Unit-6

CEPTHO®HUKAT 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
IMpoaykr: Keropon™ Dkenpece (ketoposak) TabneTky, ANCHEPrHPYEMBbIC B TOAQCTHE A5 d6hMr
Batch No / : V2101293 Batch Quantity / : 252.000 KG
Cepus Ne O0BeM cepin

Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
AHanuTHYeCcKHi oTyeT Ne Jlara anaIusa

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npou3BOACTBA Tonen mo

| Analysis performed according ND / Anau3 nposejies 1o HJI: JIT1-004929-011119

Page2 of 6/ C1p.2 u3 6

No

No Test / IToka3zaTenb

Results / PesyabTaThl Specification / Hopma

b) By HPLC / BOXX

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 ymepXuBaHUA
OCHOBHOTO IIHKa Ha XpomaTorpamme
HCIBITYEMOTO ~ pacTBopa  JOJDKHO
COOTBETCTBOBATb * BpeMeHH
yIepXUBaHHs OCHOBHOTO IHKa Ha
XpoMaTorpaMme pacTBopa
cTaHgapTHoro obpasiia KeTopojaka
TpOMeTaMHHa (pazmen
«KonuuecTBEHHOE OIpeeNIeHUE»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykr coorsercrayeT Tpebosanusam HJI 3axaouenue: OJJOBPEHO

Prepared by /

[ToAroToBIECHO: c;f—_,
Pardeep Kumar < T

Checked by / Approved by: Manager/Executive /
ITpoBepeHo: Ono6peno: Menemkep / Pykosoauresnb

Himesh KuW Pawan Kumar '
umar . fxx o

Print Date /
Jara: 08.04.2022

Print Date / Print Date /
Jara: 08.04.2022 JTata: 08.04.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



L X
, e Dr. Reddy's Laboratories Ltd.
Dr. Reddy S ‘.’ CERTIFICATE OF ANALYSIS ~ Formulation Unit-6

CEPTH‘DI’H(AT AHAJ]]CI?:A Vill. KhOl, Nalagarh Road, Baddl,
Distt. Solan, H.P_172 205 INDIA

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Ipoayxr: Keropor " Jkenpece (KETOpOIaK) TabIeTKH, ANCTIEPrHpYEMBIE B NAROCTIE (I, ddr
Batch No/ : V2101293 Batch Quantity / : 252.000 KG
Cepus Ne O06bem cepult
Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
AnanunTHYecKuil oTyer Ne Iara anajin3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa pOH3BOACTBA Togen g0
Analysis performed according ND / Ananu3 npoBeieH no HJI: JI1-004929-011119

Page 3 of 6/Crp.31u3 6
1;.:) Test / IlokasaTenb Results / Pe3yasTaTh! Specification / Hopma

3 Identification Complies / COOTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaMHHOCTD butylhydroxyanisole peaks on the
Gy THIrHAPOKCHAHHU30 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). / BpeMmeHa YACPKUBAHMA
nukoB  2-6yTHIrHAPOKCHAHM3ONA M
3-6yTIWITHAPOKCHAHN3011a Ha
XpoMarorpamMmme HCIBITYEMOTO
pacTBOpa MOJKHBI ~COOTBETCTBOBATH
ppemMeHaM  YACPKHUBAHUA IIHKOB
2-6yTWITHAPOKCHAHU30M1a u
3-6yTHITHAPOKCHAHH30IA Ha
xpomaTorpamme pacreopa
CTAHJAPTHOTO obpazua
GyTHITHAPOKCHAHU30IA (paznen
«CopaepxaHue
6yTHJIm;Lp0KcuaHmona»).

4 Average weight / Cpeauss 69.4 mg/ 69.4 Mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 mr 10 72,8 mr (70,0 Mr £ 4,0 %).
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTH MACChl 2/20 tablets - not more than =+ 20 % /

18/20 TaGnetok — He 6oxee *10%
2/20 Tabnetox — He 6onee = 20 %

e i
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [TpogyKT COOTBETCTBYET tpeosannam HJT 3axmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[JoaAroTOBAEHO: ¢ IIpoBepeHO: Ono6peno: Menemxep / Pyxosoaurent
Pardeep Kumar < Himesh KW Pawan Kumar {

Print Date / Print Date / Print Date /
Jara: 08.04.2022 Tara: 08.04.2022 Jlara: 08.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drrec‘(dys.com ’
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Qe .
) °® Dr. Reddy's Laboratories Ltd.
DI‘. Reddy S ‘.. CERTIFICATE OF ANALYSIS Formulation Unit-6

CEPTHOHNKAT AHAJIA3A Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan H.P_173205 INDLA —

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Te| ; +91 98166 56001-02
HponyKT: Keropon™ Dkenpecc ( KkeTOpO1aK) TabNETKH, AHCIEPrHPYEMBbIC BIUOEHH PIR: HIMT
Batch No/ : V2101293 Batch Quantity / . 252.000 KG
Cepus Ne O6neM cepuu

Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
Anpaguradecknii oryer Ne JlaTa aHajan3a

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npoU3BOJCTBA TI'ogen 10

| Analysis performed according ND / Anann3 nposeaen no HJL: JIT1-004929-011119

Page 4 of 6/ Ctp. 4 m3 6

@g Test / IllokasaTesb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 26 sec / 00 MuH 26 cex Not more than 3 min/ He 6onee 3 MUH
PacnajaemMocTb
6 Dissolution / PacTeopenue Unit-1/ Tabn-1 96 % Not less than 75% (Q) of
. CisHi 3NO3'C4H1 NO3 (ketorolac
Unit-2 / Ta6-2 95 % tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 97 % 75% (Q)  CisHisNO3*CaH1NO3
. (xeToponaka TpoOMeTaMuH)  4epe3
Unit-4 / Tabn-4 100 % 15 MuH
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 102 %
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHoCTb 710 pm sieve is formed. / Obpasyercs
OAHOpOAHAs CYCTEH3Us, TPOXOMAIad
CKBO3b CHTO C Da3MepOM OTBEPCTHH
710 MKM.
8 Related impurities / PoacTBeHHbIe IPUMECH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He Gonee 0,5 %
1-ruapoxcuaHaior
KETOpOJIaKa
ketorolac 1-keto analog/ 0.10% Not more than 0.5 % / He 6onee 0,5 %
1-KeTOaHAIOT KeTOpoJaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6osnee 0,5 %
e AMHUYHAs
HengeHTHHHUIMPOBaHHAA
HOpHUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeyanne: [TPOAYKT COOTBETCTBYET tpebosanuam HJL 3axmouenne: OJJTOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosyieHo: ITpoBepeHO: e Ono6peHo: MeHeLxep / PykoBOAMTED
Pardeep Kumar B Himesh Kumar ___—“— Pawan Kumar L
/
Print Date / Print Date / Print Date /
Jlara: 08.04.2022 Ilara: 08.04.2022 Jara: 08.04.2022

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@drrecidys.com ’
CIN: L85195AP1984PLC004507
www.drreddys.com



Qe D . .

) - r. Reddy's Laboratories Ltd.

Dr.Reddy’s ‘ p. CERTIFICATE OF ANALYSIS ~ Formulation Unit-6
CEPTUO®UKAT AHAJIM3A Vill. Khol, Nalagarh Road, Baddi,

Mistt Salan WP 1723 300 Ihibda
teH T =7 = 207, VLR

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 1o/ . 191 98166 56001-02

Tpoayxr: Keropon" Skenpecc (keToponak) TabneTKH, ANCIEPrupyeMbIC B PONQETFHPAa. 10-MT
Batch No / : V2101293 Batch Quantity / . 252.000 KG
Cepusi Ne O61em cepun

Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
AHanuTHYECKHi oTdeT Ne Jara anaau3a

Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa NpoM3BOACTBA T'ogen a0

| Analysis performed according ND / Anasns nposejen mo HJL: JI1-004929-011119

Page Sof 6/ Ctp. 5136
1;.:) Test / IloxazaTenb Results / Pe3yabTaTsl Specification / Hopma
Total impurities / 0.2 % Not more than 1.0 % / He Gonee 1,0 %
Cymma npuMeceit
9 Water / Boaa 3.2% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OctaTo4Hble OPraHHHecKne pacTBOpHUTETH
Isopropy! alcohol / 17 pg/Tab Not more than 350 pg/tab /
H3onponaHon He Gonee 350 MKT B TabJIETKE
11 | Microbial enumeration tests / MukpoOuosorueckas YUCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1ee Yucno 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 / O6imee Menee 10 KOE/r He Gonee 100 KOE/r
YHCJI0 JPOAOKEBBIX U
[UIeCHEBHIX TPUOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyTcTBYeTB I T OrcyTcTBUe B 1 T
12 Uniformity of dosage units / 10.7 Acceptance value (AV) not more than
OaHOPOAHOCTH 15.0 / TIppeMO4YHOE 3HATECHUE (AV) He
JA03UPOBAHMS Gonee 15.0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuarue: [TPOAYKT COOTBETCTBYCT tpeGoBanuaM HJI 3aksouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBieHO: IIpoBepeHO: _ .| Onobpeno: Menepep / PyKoBOAUTEID
A =3
Pardeep Kumar 0&1’,—’ Himesh éu : v | Pawan Kumar
Print Date / Print Date / Print Date /
Jlata: 08.04.2022 Jlara: 08.04.2022 Jlata: 08.04.2022

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.

X
y °® CERTIFICATE OF ANALYSIS  Formulation Unit-6
Dr" Reddy S ‘.. CEPTUDPUKAT AHAJIM3A Vill. Khol, Nalagarh Road, Badd;,
Nictt Salam D 472 A0 INMA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ;el +491981665w6040_1—(4)2 o
Ipoaykr: Ketopon® Dkcnpece (keToposiak) TabaeTky, JUCHeprupyemsle B JQeikREds LQmr
Batch No / : V2101293 Batch Quantity / : 252.000KG
Cepns Ne Oo6Bem cepun
Analytical Report No / : 890001539474 Date of Analysis / : 14.08.2021
AHajnuTHYecKHi oTueT Ne JlaTa anasm3a
Date of Manufacture / : July-2021 Date of Expiry / : Jun-2023
JlaTa npoHn3BoAcTBa T'onen a0
Analysis performed according ND / Ananms npoBeaen mo HJI: JIT1-004929-011119

Page 6 of 6/ Ctp. 6 u3 6

1;.2 Test / [Toka3aTennb Results / PesyabsTaThl Specification / Hopma
13 Assay / KonuuecTBeHHoe 9.7mg/9.7 Mr From 90mg to 11.0mg of
onpejesieHHe (97.4 %) C15sH13NO3°C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13N03'C4H1 1NO3
(xetoponaka Tpomeramus) (oT 90,0 mo
110,0 % oT 3a4BJIEHHOr0 KOJIMYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / CogepxkaHue 0.0967 mr B TabneTke He menee 0,042 mr B TabneTke
OYyTMATHAPOKCUAHH3012
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | Tabnerox B Gnuctepe uz (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerok B | Bnaromororurenem/[ISBIT) ¢onbru //
Gmucrepe u3z  (ITA/AJIV/TID ¢ | (IID/AJI) poneru. ITo 1 win 2 6aucrepa
Brnaronornoturenem/I13BIT) C HHCTPYKIHEH N0 NpPUMEHEHUIO B
tdoneru // (II3/AJT) doneru. [To | mauky KapTOHHYIO.
2 6nucTepa ¢ UHCTPYKLMEH 10
MPUMEHEHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetctBuu ¢ HJJ
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbile 25 °C.
XpaHeHue
18 Shelf life / Cpok rogHocTn 2 years / 2 rona

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

Checked by /

Himesh Iégmal

Approved by: Manager/Executive /

IIpoBepeHo: _| OnoGpeno: Menemxep / PykoBoauTeb
"_\_L/J’/”“’Pawan Kumar Z{

Print Date /
Jara: 08.04.2022

Print Date /
Jara: 08.04.2022

Print Date /
Jara: 08.04.2022

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




