Dr.Reddy’s Q?-

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJH3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponxyxr: Keropon™ Dkenpecc (keToponak) TabneTky, AMcneprupyembie B MojJoCTH pra, 10 Mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001623099 Date of Analysis / 26.10.2022
AHanutrayeckuil oTueT No JlaTa anannsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npoH3BoOACTBA T'open o

Analysis performed according ND / Anamns nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / nsmenenne Nel or 27.12.2021)

Page1of 7/Ctp.1m37

V®-criekTpodoTOMETPUA

No . .
No Test / [Toka3zatenb Results / PesysabTaThl 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. / Kpyrisle, riocxkue Kpyrnsie, miockue TabneTku ¢ hackol,
TadneTku ¢ dpackoil, ceeTno- CBETJIO-KENTOTO LIBETAa ¢ I'PABUPOBKOI
KEJITOrO L[BETA C I'PaBHPOBKOH «l» Ha 0JIHOI1 CTOpOHE.
«l» Ha opHOH CTOPOHE.
2 Identification / IloasinHHOCTD
Ketorolac / Kemopoak
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®-cnekTpbl
[OTJIOLUEHHS HCIBITYEMOTO pacTBOpa U
pacTBopa  CTaHaapTHoro  odpasua
KETOpoJiaka TpOMETaMiHAa  JOJIKHBI
HMETb MaKCUMYMBI IPH OJHOH 1 TO# xKe
[UTHHE BOJIHbI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: ITpoaykT cootBeTcTBYeET Tpebosanuam HJ

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Jara: 26.10.2022

Jara: 26.10.2022

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

Ioarorosneno; Kushal kumar [TposepeHo: Pravesh Rana Ono6peno: Menepkep / Pyxoponurens
( YL Y. s Amit Kumar ?&—«\ \—

Reprint Date /| Reprint Date / Reprint Date /

Jara: 26.10.2022

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0NASNT
www.drreddys.com




[ X
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Skenpece (ketoponak) TabeTky, AMCTIEPrHpyeMbIC B TIONIOCTH pTa, 10 mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne O6bem cepun 36,00,000 tab
Analytical Report No / : 890001623099 Date of Analysis / 26.10.2022
ApajuTnyeckuii oryer Ne Jata anaju3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa nponsBoacTBa T'open no

Analysis performed according ND / Ananns nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / m3meHeHne Nel o1 27.12.2021)
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No

No Test / [Tloka3zaTennb

Results / Pe3yabTaThbl

Specification / Hopma

b) By HPLC/B2XX

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 ynepxuBanusa
OCHOBHOI'O I[IMKa Ha XpOMaTorpamme
UCOLITYEMOTO ~ PacTBOpa  [IOJIKHO
COOTBETCTBOBATh BpEMEHH
yIepKHBaHUsl OCHOBHOTO [HKa Ha
XpomarorpaMme pacTBOpa
CTaHRapTHOIO KeTopoJaka
TpOMETaMUHa (pasnen
«KOJHYECTBEHHOE ONPEEICHHIE).

obpasua

Remarks: The Product conforms to ND/

[Mpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Baxmouenne: OJJOEPEHO

Prepared by /
HOHFOTOBneHy;u_shal kumar
@

Checked by /
[TpoBepeHo: Pravesh Rana

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaunrensb
Amit Kumar &-— N

o
Reprint Date /

Hara: 26.10.2022

Reprint Date /
Jata: 26.10.2022

Reprint Date / '
MHara: 26.10.2022

a

Registered Office: 3-2-33
Tel: +91 40 4500

7,

Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India

900, Fax: +91 40 4900
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keroposn” Dkenpece (keToposiak

) TabneTky, AMCIEprupyembie B nojocty pra, 10 mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Oo6bem cepun 36.00,000 Tab
Analytical Report No / : 890001623099 Date of Analysis / 26.10.2022
AHanuTudeckuii oTyeT Ne Jara apajansza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npoH3BOACTBA T'onen oo

Analysis performed according ND / Anayin3 npoBejieH no H:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

Page3 of 7/Crp.3u37

GYTHATNAPOKCHAHN3OI

1;: Test / [TokasaTeJib Results / Pe3ysabTaThbl Specification / Hopma

3 Identification Complies / CoOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoa/IMHHOCTD 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). / BpeMmeHa yIepXHBaHWA
NUKOB  2-OyTHATMIPOKCWAHH3O0Ma U
3-6y THATHIPOKCHAHU301a Ha
XpoMaTtorpamme HCIILITYEMOTO
pacTBopa JOJDKHBI  COOTBETCTBOBATH
BpeMeHaM yIepKUBAHHUA THKOB
2-0yTHATHAPOKCHAHN30M12 "
3-6yTHITHIPOKCHAHU30MIA Ha
xpomarorpamme pacTBopa
CTAHAAPTHOTO o0pasua
OyTIITHAPOKCHAHH301a (pasnen
«ConepxaHue

By THITHAPOKCHAHI30Ia»).

4 Average weight / Cpeanss
macca

69.7 mg/ 69.7 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot167,2 Mr 10 72,8 Mr (70,0 mr+ 4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanue: [TpoaykT cooreeTcTByeT TpedosanuaM HJL

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

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

Ioarotoenexo: Kush 311 kumar IMposepeno: Pravesh Rana Onob6peno: Menemkep / PykoBoaurens
! ,‘ﬂ// fl - Amit Kumar f_\..,\-r—

Reprint Date / Reprint Date / Reprint Date/

Hara: 26.10.2022 Hara: 26.10.2022 Jara: 26.10.2022

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mait@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon” Dkcnpece (KeToponiak) TabaeTKy, AMCNeprupyemsie B MonocTy pra, 10 Mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6BeM cepHH 36,00,000 Tab
Analytical Report No / : 890001623099 Date of Analysis / 26.10.2022
AHaguTHYeCKU il 0TUeT Ne Jara ananu3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npoH3BOACTBA Togen no

Analysis performed according ND / Anasin3 npoBeieH 110 H:
JII-004929-011119 (amend Nel from 27.12.2021 / usmeHeHHe Nel o1 27.12.2021)

Page 4 of 7/ Crp. 4 u3 7

1;,? Test / [Toka3aTennb Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTHL MACCh! 2/20 tablets - not more than £ 20 % /

18/20 Ttabnetok — ne Oomee £ 10 %
2/20 TabneTok — He Gosee = 20 %
5 Disintegration time / 19 sec / 19 cek Not more than 3 min / He 6onee 3 mun
PacnapaemMocThb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 103 % . Not less than 75% (Q) of
) CisH3sNO;3*C4H, INO3 (ketorolac
Unit-2 / Ta611-2 104 % tromethamine) in 15 min / He menee
Unit-3 / Tadn-3 105% | 75% (Q  CisHiNO:+CsHiiNOs
i . (keToposiaka ~ TpOMETaMMH)  Hepes
Unit-4 / Tabn-4 104 % 15 mus
Unit-5 / Tabn-5 104 %
Unit-6 / Taba-6 104 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JIncnepcHOCTD 710 pm sieve is formed. / OGpa3syerca
OJIHOpOAHAS CYCITEH3HUs, MPOXOAsIas
CKBO3b CHTO C pasMepoM OTBEpCTUil
710 MKM.

Remarks: The Product conforms to ND/

TIpumeuanue: [IponyKT COOTBETCTBYET TPeOOBAHUAM HJ

Conclusion: APPROVED /
Zakawuenne: OJJOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: hal kumar [MposepeHo: PraveslyRana Ono6peHo: Menemxep / Pykosoanrensb
ﬁ\i” A Amit Kumar N\

Reprint Date / Reprint Date / Reprint Date / '
IMara: 26.10.2022 Hata: 26.10.2022 Hara: 26.10.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Dkenpece (keToponak) TabaeTKH, IMCIEprupyeMble B MOJIOCTH PTd, 10 Mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepuH 36,00.000 Tab
Analytical Report No / : 890001623099 Date of Analysis / 26.10.2022
AnajuTHyecKuii oTyer No Jara anajmsa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jlara npoM3BOICTBA Topen o0

Analysis performed according ND / Anam3 nposenen no HJL:
@-004929-011119 (amend Nel from 27.12.2021 / m3menenue Nel ot 27.12.2021)

Page Sof 7/ Crp. S5u3 7

8 Related impurities / PoacTBeHHble NpUMECH

ketorolac 1-hydroxy analog /
1-rugpoxcHaHaor
KeTopoJiaka

ketorolac 1-keto analog/
1-KeToaHaJIor KETOpojaka

Any unidentified impurity /
eIMHITYHAs
HenaeHTHGUUUpOBaHHAs
npyMech

Not Detected

0.02 %

0.05%

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma npumecei

0.1%

Not more than 1.0 % / He Gonee 1,0 %

9 Water / Boga

2.5%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounble Opraniieckue pacTBOpHTE/IN

Isopropyl alcohol /
H3onponaHon

4 ug/tab / 4 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabNeTKe

Remarks: The Product conforms to ND/

[Tpumeuanue: [TpoayKT COOTBETCTBYET tpebopanuam HJ|

Conclusion: APPROVED /
Bakmouenne: OJJOBPEHO

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

Iogrorosneno: Kushal kumar ITposepeHo: Pravesh Rana Opobpeno: Menempkep / PykoBoauTeNb
@Sﬁ”' N Amit Kumar T

Reprint Date / Reprint Date / Reprint Date /

Jlata: 26.10.2022 Jlara: 26.10.2022 Hara: 26.10.2022

Registered Office: 3-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tol: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984PLC004507

wwnw.drreddys com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dxenpecc (keToponak) TabETKH, IHCTIEPrHPYEMbIE B IOJIOCTH PTa, 10 Mr

Batch No / : V2202100 Batch Quantity / :+ 36,00,000 tab /
Cepust Ne O06beM cepuu 36,00,000 Tabd
Analytical Report No / : 890001623099 Date of Analysis / : 26.10.2022
AHaauTHYECKHi oTyeT Ne JlaTa aHajaH3a

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JlaTa npoH3BOACTBA T'onen 1o

Analysis performed according ND / Ananus npoBejieH no HA:

JIIT-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)

Page 6of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / Muxpotuosornueckas yucToTa*®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuee 4yncno He Gonee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHi3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obee He 6onee 100 KOE/r
YHCI0 APONIKEBBIX H
IJIECHEBBIX rPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTeue B 1 1
12 Uniformity of dosage units / 49 Acceptance value (AV) not more than
OHOPOAHOCTH 15.0 / [TpuemouHoe 3HaueHme (AV) He
J03UPOBAHMS donee 15,0.
13 Assay / KoanuecTBeHHOe 10.1 mg/ 10.1 Mr From  9.0mg to 11.0 mg of
ompenaejicHHE (101.1%) C15sH3sNO3+C4H; 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet/ Ot 9,0 Mr 110
1 1,0 MT C|5H13NO3'C4H| 1NO3
(keToponaka TpoMeTamuH) (OT 90,0 mo
110,0 % oT 3asBJIEHHOTO KONHYECTBa) B
TabreTke
14 | Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0979 Mr B TaOnNETKE He menee 0,042 mr B TabJIETKe
Oy THITHIPOKCHAHN301a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [TpoayKT COOTBETCTBYET TpebosaHuaM HIL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToaroTopyeHo: K1 Jkumar ITposepero: Pravesh Rana Ono6peno: MeHemkep / PykoBoaMTENb

( A7 P Amit Kumar ‘&r~'{\f“
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.10.2022 Jara: 26.10.2022 Jara: 26.10.2022

Registered Office: €-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 30 4900 2669, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS ~ Tel:+9198166 56001-02

CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkenpecc (keToponak) TabieTkH,

crniepripyembie B mosiocty pra, 10 mr

Batch No / : V2202100 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepHl 36,00,000 Tab
Analytical Report No / : 890001623099 Date of Analysis / : 26.10.2022
AnajguTHyecknii oruer Ne JlaTa aHAJIH32

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
JdaTa mpoH3BOACTBA Toaen no

Analysis performed according ND / Anann3 nposeen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page7of 7/ Crp. Tu3 7

[_15 Package / YnakoBka 10 tablets in a blister of

(PA/AL/PE with
desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabneTox B
onuctepe u3  (ITA/AJUIID ¢
srnaronorioTutenem/I19BIT)
dombru // (ITD/AJT) donbru. Ilo
2 Gnucrepa ¢ WHCTpyKUued 1o
NPUMEHEHHUIO B nayKy
KapTOHHYO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TadneTok B
6HcTepe u3 (ITA/AJUTID c
pnaromornotutenem/[IOBIT)  doneru //
(ITD/AJT) dosbru. ITo 1 umi 2 6anctepa
MHCTPYKILMEH MO MPUMEHEHMIO B TaukKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorserctsus ¢ HJI

XpaHenue

17 Storage conditions /

Below 25 °C. / [Tpu Temneparype He Bbilte 25 °C.

18 | Shelf life / Cpok roaHocTH 2 years /2 roja

* At product release the quality co

performed for each 20th batch, or for one batch in a year whiche
* [Ipn BLIIYCKE JEKAPCTBEHHOr0 Mpenapara KOHTpo.Ik KAUYecTBA IO MOKA3ATEI0

«MuKkpoOuosIornyecKas YHCTOTA NPOBOANTCA JJis Kaxaoii 20-0if cepHu, WM IS OAHOIl CEpHHA B rof,
B 32BHCHMOCTH OT TOr0, YTO HACTYNHT PaHbIlE.

ntrol as per the parameter « Microbial enumeration tests» is

ver is earlier.

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoNyKT COOTBETCTEYET tpebopanuam HJL

Conclusion: APPROVED /
B3akmouenne: OJJOBPEHO

Jara: 26.10.2022

Jara: 26.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarotosneno: Kushal-kumar TpoeepeHo: Praveslﬁana Ono6peno: Mengmxkep / PykoBoauTeinb
() o « Amit Kumar s

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.10.2022

Registerad Qffice: 8-2-237, Fand Mo, 3, Banjar Hills, Hyderaiac - 50

Tel: #2140 4000 2800, Fay: #8140 4400 2099, Emalicn
CIN: LS5195AP 1934 LCCURS0T

e drreddys.com

LoTelangann, ndin

pail@c dyscam




