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 : +91 98166 56001-02

CEPTHOHMKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dxenpece (keroponak) TabAeTKH;

AMCHEPrUpYEMbIe B NIOJIOCTH PTa,

=

10 mr

Batch No/ : V2300351 Batch Quantity / : 36,00,000 tab/
Cepua Ne Ob6BeM cepun 36.00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis/ 04.03.2023
AnanuTHHECKH 0Tyer Ne Jlara anaauia

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JlaTa NpOM3BOACTBA T'ogen no

JITI-004929-011119 (amend

Analysis performed according ND / Ananus mpoBeJeH 1o HI:
Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page 1of 7/ Cryp. 1 w37

No

No Test / [TokazaTeab

Results / PeayabTaThl

Specification / Hopma

1 Description/ Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraeie, ninockue
Tabnerky ¢ Gackoi, CBETIO-
JKENTOro LIBETA C TPABHPOBKOH
«l» Ha oHOM CTOpOHE.

Light yellow round flat beveled tablets
with " debossed on one side. /
Kpyrible, Tiockue Tabnetkn ¢ ¢packoi,
CBeT/O-KEeNTOro LBETa ¢ IpaBUPOBKOM
«i» Ha omHON CTOpOHE.

2 Identification / ITonnnuHOCTH

Ketorolac / Kemoponak

a) By UV/
YV ®-criexTpodoTOMETPHA

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (¥ 2nm). / VO-CNEKTphI
NOT/IOLIEHHs UCTILITYEMOro pacTsopa 1
pacTeopa  CTaHIapTHOTO obpa3ua
KETopoJiaka TPOMETAMHHA  JOJKHB
MMeTh MAKCUMYMEL IPK OJHOM 1 TOH Xe
AAKHE BOMNHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Tlpumeuanne: [1poAyKT COOTBETCTBYET tpebosannam HJ

Conclusion: APPROVED /
3axmouenne: QJOBPEHO

Prepared by /
TloaroTosneHo: Na.réh Kumar
M

—

Checked by /
IIposepeHo: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTent
Manoj Kumar j

et

Reprint Date /
Jara: 04.03.2023

Reprint Date /
Jara: 04.03.2023

Reprint Date /
Jara: 04.03.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.corn




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJM3A

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

Vill. Khel, Nzlagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com -

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon”™ Dxenpecc (ketoponak) TabeTku, AUCTICPTHPYEMBIC B IIONOCTH pTd, 10 mr

Batch No/ : V2300351 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis / 04.03.2023
AnanmuTHuecKHii oTuer Ne JlaTa anaim3ia

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
JarTa npoun3BoacTBa Tonen go

Analysis performed according ND / Anasnns nposeaen mo HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3of 7/Crp.3 u37

1;“0 Test / IlokazaTens Results / PesynsTaThl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INogIMHHOCTE butylhydroxyanisole peaks on the
6yTUTHAPOKCHANH30J] 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 yIepKHBaHUA

[KKOB  2-OyTWIrHIPOKCHAHU3ONA H
3-6y THArHIPOKCHAKU301a Ha
XpOMaTorpamMmme HCIBITYEMOTO
pacTBOpa HOMKHBI COOTBETCTBOBATbH
BpeMeHaM yAepKHUBaHHUA MHKOB
2-6yTWIrHAPOKCHAHHN30J1a u
3-6yTHIrMIPOKCHAHN3O0JIA Ha
XpoMaTorpamme pacTtBOpa
CTaHAapTHOTO obpasua
6yTHIrHAPOKCHAHH30NA (pa3pen
«ConepxaHue

6yTUATKAPOKCUAHH30IaY).

4 " Average weight / Cpeausia
Macca

69.5mg/ 69.5 mr

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

Remarks: The Product conforms to ND/

Tpumeuanne: [ponykr cootBercTRyeT Tpedopanuam HJ{

Conclusion: APPROVED /
3akmouenne: O MOBPEHO

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

[Moarororneno: Naresh Kumar | [TposepeHo: Pardeep Kumar OpobpeHo: Menemkep / PykoBoguTenb
'{'_EL- QC,‘_’ . Manoj Kumar } i i uﬂ

Reprint Date / Reprint Date / Reprint Date /

Hara: 04.03.2023 Hara: 04.03.2023 Iara: 04.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 4G 4900 2999, Email: mail@drreudys.com

CIN: L85195AP1984PLC004507
www.drreddys.corm




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nzlagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +51 98166 56001-02 -

CEPTHOUKAT AHAJIM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hponysr: Ketopon™ Jxcnpecc (keropondk) TabNETKH, JUCTICPrUpYEeMble B MOJOCTH P14, 10 mr

Batch No / : V2300351 Batch Quantity / : 36,00,000 tab/
Cepusi Ne Q6Bem cepiH 36,00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis / 04.03.2023
AnamurHyecknii oryer Ne Jlara anannza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
HdaTa npou3BoacTBa T'omen no

Analysis performed according ND / Ananun3 nposcaen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel ot 27.12.2021)

Page2of 7/Crp.2 m37

No

Test / IloxazaTenb
Ne

Results / PesynbraThbl

Specification / Hopma

b) By HPLC/B32XX

Complies / CooTBETCTBYCT

The retention time of the main pcak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution {(Assay
section). / Bpems y#epxuUBaHHUA
OCHOBHOIC [IMKa Ha XpOMarorpaMme
HCOBITYEMOr0  pacTBopa  AOTDKHO
COOTRETCTBOBATS BpEMEHH
YOEPKUBAHUA OCHOBHOFO IHMKZ Ha
XpoMaTtorpamMme pacTBopa
CTaHAApTHOTO KeTopoaKa
TPOMETaMKHa (paznen
«KonuecTreHHOE OnpeIeNncHHen).

obpazua

Remarks: The Product conforms to ND/
Ipumedanue: IpomykT cooTseTcTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3axmouenne: OJJOEPEHO

Prepared by /

IoarotosneHo: Naresh Kumar
-
—

Checked by /
IMposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBoasTens

Manoj Kumar m

Reprint Date /
Jara: 04.03.2023

Reprint Date /

Jara: 04.03.2023

Reprint Date /
Hata: 04.03.2023

Registered Office: 8-2-337, Read iNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLC004507
www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpogywr: Ketopon" Skenpece (ketoponak) TabneTky, AMCNEPripyeMele B NONOCTH pTd, 10 mr

Batch No / : V2300351 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepui 36,00,000 Tad
Analytical Report No / : 890001647736 Date of Analysis / 04.03.2023
AHanuTHYCCKHI oT4eT Ne Jara aHanH3a

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jdara mpon3BoACTEa T'open g0

Analysis performed according ND / Ananns nposesen mo HJ:
JIM1-004929-011119 (amend Nel from 27.12.2021 / nuzmenenne Nel ot 27.12.2021)

Page 4 of 7/ Crp. 4 m3 7

No

Test / [Toxa3zaTennb
Ne

Results / PesynpTaTsl

Specification / Hopma

Uniformity of weight /
OAHOPOAHOCTH MACEhI

Complies / CooTBETCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He 6Gonee + 10 %
2/20 Tabnetox — He Gonee £ 20 %

5 Disintegration time /
PacnagaeMocTh

19 sec /19 cek

Not more than 3 min / He Gonee 3 MuH

6 Dissolution / PacTeopenue

Unit-1 / Tabn-1
Unit-2 / Tabn-2 99%

103 %

Unit-3 / Tabn-3 103%
Unit-4 / Tabn-4 104 %
Unit-5 / Tabn-5 100%
Unit-6 / Tabi-6 100%

Not less than 75% (Q) of
C1sH13NQ3°C4H11NO3 (ketorolac
tromethamine) in 15 min / He meHee

75 % Q C15sH;3NO3*C4H11NO;
(keTopoNniaka  TPOMETaMHH)  Yepe3
15 Mun

7 Fineness of Dispersion/
JucrnepcHocTb

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 jim sieve is formed. / O6pasyercs
ONHOpOJHAsA CYCNEH3MsA, NpOXOAALuAL
CKBO3b CHMTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

[puseuaane: Mpoaykr coorsercrayer TpeGosanuam HI

Conclusion: APPROVED /
Baxnouenne: QJIOSPEHO

Prepared by /
Tlogrorossexo: Naresh Kumar

b

Checked by /
ITposepeno: Pardeep Kumar

abuc,

Approved by: Manager/Executive /
Ono6peuo: Menemxkep / PyxoBoaurens
Manoj Kumar

Reprint Date /
Hata: 04.03.2023

Reprint Date /
Hara: 04.03.2023

Reprint Date /
Iara: 04.03.2023

Registered Office: 8-2-337, Road Nn. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIMZA

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

Vill. Khoi, Nzlagarh Road, Baddj,
Distt. Solar, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com,

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayeer: Ketopon” Dkenpece (KeToponak) TabieTiu, ANCHEprip

VEMBIC B NOJOCTH pra, 10 Mr

Batch No / : V2300351 Batch Quantity / : 36,00,000 tab /
Cepuna Ne O0bem cepui 36,00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis/ : 04.03.2023
AHanuTHIecKHH oTdeT Ne Jara apanmza

Dat¢ of Manufacture / : Feb.2023 Date of Expiry / ¢ Jan.2025
Jdara npon3BoacTBA I'ogen no

Analysis performed according ND / Arasus nposeaes mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel or 27.12.2021)

Page5of 7/Crp.S u3 7

8 Related impurities / PogcrseHHble npumecH

ketorolac 1-hydroxy analog /
1-ruapokcHaHanor

Below LOD (LOD = 0.0010 %) /
Hwxe npenena oGHapyxeuns (TIO =

Not more than 0.5 % / He 6onee 0.5 %

KETOpOJiaKa 0.0010 %)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-KeTOaHATIOT KETOpoJiaKa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eauHuYlIas 0.03%
HEHACHTHPHLMPOBaHHASA
npuMech
Total impurities / 0.1% Not more than 1.0 % / He bonec 1,0 %
CyMMa npumecei

9 Water / Bona 2.3% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTounble 0praHu4yecKue pacTBOPUTENH

Isopropy! alcohol /
HsonpomnaHon

4 pg/tab / 4 mxr B TabneTKe

Not more than 350 pg/tab /
He 6onee 350 Mkr B Tabnetke

Remarks: The Product conforms to ND/
Mpumeyanue: [pomykr coorsercTayet Tpebosaniam HJL

Conclusion: APPROVED /
3axmouenne: UJOBPEHO

Prepared by /
IToarorosneHo: Naresh Kumar

(

-

Checked by /
IpoBepero: Pardeep Kumar

L

—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBOAHTEIb
Manoj Kumar

Reprint Date /
Jlara: 04.03.2023

Reprint Date /
Hara: 04.03.2023

Reprint Date /
Jlara: 04.03.2023

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

LIN: L85 LYSAP LY¥4PLLUUELUT
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Ce
/ ‘.. Formulation Unit-6
Dr' Reddy = g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Ketopon™ Sxenpece (keToponax) TabieTku, AHCAEPrUpyEMbIC B NONOCTH PTa, 10 mr

Batch No / ~+ V2300351 Batch Quantity / + 36,00,000 tab/
Cepust Ne OGbem cepuu 36,00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis / : 04.03.2023
AnagnTHyecknii oraer No Jara anannza

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
Jara npou3BoACTEA T'onen go

Analysis performed according ND / Ananus nposenes no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmeneane Nel ot 27,12.2021)

Page 6 of 7/ Cap. 6 u3 7

11 | Microbial enumeration tests / MuxpoGnoJiornueckas uucrora™

a) Total Acrobic Microbial NA Not more than 1000 CFU/g / Wi
Count / ObLiee uucio He 6onee 1000 KOE/r

a3pOGHBIX MUKDO-

OpraHu3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /

and moulds count / O6uee He 6onee 100 KOE/r

YHCITO APOXIKEBBIX U
TIECHEBBIX TPHOOR

c) Escherichia Coli NA Shell be absent in 1 gram /
Otcyteteue B 1 1
12 | Uniformity of dosage units / 29 Acceptance value (AV) not more than
OAaHOpOAHOCTL 15.0 / [Tpuemounoe 3Hayenye (AV) He
J03HPOBAHHA Gonee 15,0.
13 Assay / KonuuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg  of
onpeaejieHHe (100.8 %) C)sH13NO3+C4H | 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet/ OT 9,0 Mr 10
11,0 mr C1sH13NO3+CsH | 1NO3
(keToponaka TpoMeramuH) (ot 90,0 nmo
110,0 % OT 3asBIEHHOr0 KOJINYECTBA) B

talseTKe
14 | Butylhydroxyanisole 0.0958 mg/tab / Not less than 0.042 mg/tab /

content / ConepxaHue 0.0958 Mr B TabneTke He Menee 0,042 mr B TabneTke

OyTHATMAPOKCHAHU30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanne: [poayxr coorsercTayer TpeGosanuam HIL Rawmoueane: QMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh Kumar | IIposepero: Pardeep Kumar Ono6peno: Meremxep / Pyxosoauteiik

Manoj Kumar
& L ; bl

Reprint Date / Reprint Date / Reprint Date /
Hara: 04.03.2023 Hara: 04.03.2023 Jlara: 04.03.2023

Registered Office: 8-2-337, Road Na. 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.comn



Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIA3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Dxenpece (keToposak) Tabnerkn, aneneprupyessie s nosocty pra, 10 mr

: 36,00,000 tab /

Batch No / 1 V2300351 Batch Quantity /

Cepusi Ne Ob0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001647736 Date of Analysis / 04.03.2023
ApanArageckuif oTaeT Ne Jlara anajmsa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jata npouzBoacTBa Tozen po

Analysis performed according ND / Ananus npoeenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenme Nel ot 27.12.2021)

Page7 of 7/Crp. Tn3 7

15 Package / Ynakoska

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. / Ilo 10 Ttabnerox B
6aucrepe w3 (TTA/AJUTID ¢
snaronorjorurenem/[I9BIT)
donwru // (II13/AJ]) donsru. Ilo
2 6nuctepa ¢ MHCTPYKUMEH 11O
TIpUMEHEHHUIO B nauky
KapTOHHYIO.

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. / [lo 10 Tabnerox B
6ncrepe a3 (NMA/AJITID c
snaronoraorutenem/I19BIT) doneru //
(IT2/AJ) donbru. ITo 1 unu 2 6aucTepa ¢
MHCTPYKLHMEH N0 MpHMEHEHHIO B TIaYKy
KapTOHHYIO.

16 Labeling / Mapkuposka

According to ND / B cootsetrcTBuu ¢ H]JJ

17 Storage conditions /
Xpaneunue

Below 25 °C. / IIpn TemnepaType He Bbirie 25 °C.

18 Shelf life / Cpok rognoctu

2 years [ 2 ropa

* At product release the quality control as per the parameter « Microbial enumeration tests» is

performed for each 20th batch, or for one batch in a year whichever is earlier.

* ITpu BBINYCKe JeKAPCTBEHHOrO MpenapaTra KOHTPOJIb Ka4ecTBa M0 N0Ka3aTeN 0
«MukpoGionoruyeckaf YHCTOTA» MPOBOAHTCH JJIH KAXKK0H 20-0if cepuu, wun st OJHON cepHH B Iroj,
B 3aBHCHMOCTH OT TOI'0, 4YTO HACTYNHT paHbIIIe.

Remarks: The Product conforms to ND/
[Ipumeuanne: [Ipoaykr coorsercrayer Tpebosanuam HIT

Conclusion: APPROVED /
3axnouenne: ONOBPEHO

Prepared by /
IToaroroesneno: Nare? Kumar
v

e

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Manoj Kumar

LA

Reprint Date /
Jara: 04.03.2023

Reprint Date /
Hara: 04.03.2023

Reprint Date /
Hata: 04.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 299Y, tmail: maili@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.corn




