Dr.Reddy’s ":

CERTIFICATE OIF ANALYSIS

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

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

Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJITI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon™ Drcnpece (ketoposak) TablIeTKH, AMCIEPIUPYEMbIE B NOJOCTH pTa, 10 Mr

Batch No / : V2201660 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oobem cepun 36,00,000 Tab
Analytical Report No / : 890001609471 Date of Analysis / 26.08.2022
AHanuTHYeCcKUi oTyer No JlaTta aHanu3a

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTta npousBoicTBa Tonen g0

Analysis performed according ND / Ananns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Pagel1of 7/Crp. 1137

No : .
No Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onuncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrable, niockue Kpyrnble, MIockue TadAeTKH ¢ Gackol,
Tabnetku ¢ Gackoi, CBETNO- CBETJ0-KENTOr0 1(BETA C IPaBHPOBKOIL
’KEeNTOro LBETa C rPaBUPOBKOIl «l» Ha 0HOI1 CTOpOHE.
«l» Ha onHoii cTopoHe.
2 Identification / [ToannHHOCTE

Ketorolac / Kemopoaak

a) Byuv/
Y@-cnektpodoToMETpHs

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength (+ 2nm). / Y®-cnekTpsl
NOTNIOLIEHST HCTBITYEMOTO pacTBOpa H
pacTBopa  CTaHZapTHOro  00Opasua
KETOposiiaka TPOMETaMliHa  JOJIXKHbI
MMETh MAaKCUMYMBI IPH OXHOM U TOM e
JUIMHE BOAHBL (£ 2 HM).

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBaHuam HII

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
[Toarorosneno:; Ramakant

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurens
Manoj Kumar Y i

L ¥ LA

L
Reprint Date /

Hara: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022

Regiztered Offica: 3
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www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
DI'. Reddy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
p E J = = o
[ Mpoaykr: Kertopon™ Dkenpecc (keToponak) TabNCTKH, JAUCTIEPTHPYEMBbIC B I0JI0CTH PTa, 10 mr

Batch No / 1 V2201660 Batch Quantity / : 36,00,000 tab/
Cepust Ne O6bem cepun 36.00,000 Tad
Analytical Report No / : 890001609471 Date of Analysis / : 26.08.2022
AnajguTu4ecKni oTuer Ne Jara anananza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npousBOACTBA T'onen xo

Analysis performed according ND / Ananu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel or 27.12.2021)

Page2 of 7/ Crp. 2 37

No

Ne Test / [lokazaTenb Results / PesyabTaThl 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). / Bpems  ynepxKuBaHus
OCHOBHOIO IHKa HAa XpoMmarorpaMme
WCIMBITYEMOTO  pacTBopa  [IOJDKHO
COOTBETCTBOBATH BpeMEHH
yIOEPXKHUBAHUS OCHOBHOTO MHMKa Ha
XpomarorpaMmme pacTBopa
CTaHgapTHOro ofpasla KeToponaka
TpOMETaMHUHa (pazzen
«KoMuecTBEHHOE ONIPEACICHHEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IponykT cooTBeTcTBYET TpeboraHusM HJT 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroenexo; iamakam [Tpoeepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoauresb

j ()(;t_ Manoj Kumar o l

Reprint Date / Reprint Date / Reprint Date /
Hara: 26.08.2022 Jara: 26.08.2022 Hara; 26.08.2022

Registerad Officc: 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
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Dr. Reddy's Laboratories Ltd.

Qe
Dl’. Reddy,s ‘... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (KeTOPoiaK) TabNeTKH, AUCICPIUPYEMbIe B MOJIOCTH PTa, 10 mr

Batch No / : V2201660 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001609471 Date of Analysis / 1 26.08.2022
AHanurdueckuii oruer Ne Jdara ananusza

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npou3BOJACTBA Tonen no

Analysis performed according ND / Ananus nposenes no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoATUHHOCTD butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHM30JI 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). / Bpemena ynepxHBaHUA
nUKoB  2-OyTUNTHApDOKCHAaHU30fla MU
3-0yTUNrHIPOKCHAHH3011a Ha
XpOMaTorpaMme UCTIBITYEMOTO
pacTBopa IOJDKHBI  COOTBETCTBOBATDH
BpEMEHaM YAEpXUBaHHUA MHKOB
2-0yTUnruapoKcHaHu3ona "
3-0yTWIrHAPOKCHaHU301a Ha
Xpomartorpamme pacTBopa
CTaHAApTHOTO obpasia
OYTHUITMAPOKCHAHK30J1a (paznen
«ConepxaHue
OyTWITHAPOKCHAHM30I1a»).

Test / Iloka3zaTennb Results / Pe3yabTaThl Specification / Hopma

4 Average weight / Cpeansis 69.3 mg/ 69.3 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
mMacca Ot 67,2 Mr 0o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpoayKT COOTBETCTBYET TPEOOBAHUSIM HJ 3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Ramakant [MpoepeHo: Pardeep Kumar Onobpeno: Menemxep / Pykosoantenb

(I,ﬂ"d. Manoj Kumar X _
g = (mpt=

Reprint Date / Keprint Date / Reprinl Dale /
Jara: 26.08.2022 Hara: 26.08.2022 Jara: 26.08.2022

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
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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
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

'Product : Ketorol Exgress (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Ketopon” Dkcnpece (KeTOPonak) TabIeTKu, AMCIEPrUpyeMble B N0J10CTH pTa, 10 mr

Batch No / 1 V2201660 Batch Quantity / : 36,00,000 tab/
Cepusi Ne O6bem cepiu 36,00.000 Tad
Analytical Report No / : §90001609471 Date of Analysis / 26.08.2022
AHanuTHYEeCKUil oTueT Ne Hara ananusa

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
Jara npou3BoOACTBA Togen 1o

Analysis performed according ND / Ananus nposegen no HJL:
JIIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page4 of 7/ Crp. 4 u3 7

1;.:) Test / ITokazaTenp Results / PesynpraThi Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OQHOpPOAHOCTE Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee % 10 %
2/20 Tabnerok — He donee = 20 %
5 Disintegration time / 20 sec / 20 cex Not more than 3 min/ He 6onee 3 mun
Pacnagaemocts
6 Dissolution / PacTBopenue Unit-1/ Tada-1 103% Not less than 75% (Q) of
. Ci5sH13NO3*C4sH | 1NO3 (ketorolac
) . o
B2 b= 02+ tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% 75%  (Q)  CisHisNO3*CsHNO;s
i _ . (keToposlaka ~ TPOMETaMHH)  4Yepes
Unit-4 / Ta6n-4 97% 15 mun
Unit-5 / Taba-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocTh 710 pm sieve is formed. / Obpa3syercs
ONHOpOMAHAs CyCNeH3Hs, Npoxoasuias
CKBO3b CHUTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product conforms to ND/
[Mpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akaouyenune: OJIOGPEHO

Prepared by /
IToarorosiieno: Ramakant

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /

OpobpeHo: Menemkep / PykoBogurens
Manoj Kumar ) (Sl
Jhrn' LLts

Reprint Date /
Jara: 26.08.2022

Reprint Date /
Jara: 26.08.2022

Reprint Date /
Hara: 26.08.2022
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIH3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon” Drenpece (KETOPONAK) TadNeTKH, AHCACPrHPYEMbIC B [10J0CTH PTd, 10 mr

Batch No / : V2201660 Batch Quantity / : 36,00,000 tab /
Cepust Ne Q6bem cepnn 36.00,000 Tad
Analytical Report No / : 890001609471 Date of Analysis / 26.08.2022
AHanuTHYeCKHi oTueT Ne Jara ananuia

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
JaTa apou3BOACTBA Tonen no

Analysis performed according ND / Ananus nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel or 27.12.2021)

Page 50f7/Crp. S5n37

8 Related impurities / PoacTBeHHbI€ IpHIMeECH
ketorolac 1-hydroxy analog / 0.01% Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcrananor
KeTopoJiaKa
ketorolac 1-keto analog/ 0.05 % Not more than 0.5 % / He Gonee 0,5 %
1-KeToaHaIor KeTopoJiaKa
Any unidentified impurity / 0.05% Not more than 0.5 % / He Gonee 0,5 %
efHHHYHas
HeuaeHTU(ILHPOBaHHAS
npHMech
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
CyMMa nprmecei

9 Water / Bona 2.5% Not more than 7.0% w/w /

He 6osiee 7,0 %

10 Residual solvents by GC/ OcTaTo4yHble OpraHHyeckue paCTBOPHTE/H
Isopropyl alcohol / 6 ng/tab / 6 MKT B TAONETKE Not more than 350 pg/tab /
H3zonponaxon He Gonee 350 MKT B TabNeTke

Remarks : The Product conforms to ND/
[pumeyanue: ITpoxykt coorBetcTByet Tpedopanuam HJI

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Checked by /
ITpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date /
JlaTa: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022

Rozictered 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
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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, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Ketopon"™ Drenpece (KeToponak) TabNeTKH, AMCAEPrupyemMble B MOI0CTH pTa, 10 Mr

Batch No / : V2201660 Batch Quantity / : 36,00,000 tab /
Cepusa Ne Oob6wbem cepuu 36,00,000 Tab
Analytical Report No / : 890001609471 Date of Analysis / 26.08.2022
AHAaTHTHYECKHI oTUeT Ne JaTa ananuza

Date of Manufacture / : Aug.2022 Date of Expiry / Jul.2024
HJdara npousBoacrea Toxen g0

Analysis performed according ND / Auanus nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page 6 of 7/ Cap. 6 13 7

[ 11 Microbial enumeration tests / Mukpo6uosoruyeckas uncrora*

a) Total Aerobic Microbial
Count / Obuiee uucio
a3poOHBIX MUKPO-
OpraHu3MoB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Ob1ee
YUCIIO APOHCOKEBBIX H
TUIECHEBBIX IPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

content / ConepxaHue
OyTnaruapokcHaHuzona

0.0929 Mr B TabneTke

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcyrctBUe B 1 1
12 Uniformity of dosage units / 22 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpiemouHoe 3naueHue (AV) He
NO3UPOBAHMUS bonee 15,0.
13 Assay / KonnvecteenHoe 99 mg/9.9 mMr From 9.0 mg to 11.0 mg of
omnpejefieHHe (98.9%) Ci1sHi3sNO3*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 C15H13NO3'C4H] 1NO3
(xetoposiaka tpomeramun) (ot 90,0 mo
110,0 % oT 3asBJIEHHOr0 KOJMYECTBA) B
- Tabnerke
14 Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 Mr B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue; [lponykT cooTBeTcTBYET TpebGoBanuam HJT

Conclusion : APPROVED /
3akmaroyenue: ONOBPEHO

Prepared by /
IMoarorosneno: Ramakant

B

Checked by /
[Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykorogutens

Manoj K /
anoj Kumar fw

Reprint Date /
Jara: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Ketopon™ Dkcnpecc (KeToponak) Tad/eTki, AMCNIEPrUpyEeMbIC B ONOCTH PTa. 10 mr

AHAJIITHYECKUH oT4eT Ne

Batch No / : V2201660 Batch Quantity / : 36,00,000 tab /
|Cepus Ne Oo0Bem cepiu 36,00,000 Tab
Analytical Report No / : 890001609471 Date of Analysis / : 26.08.2022

JdaTa anajuza

Jara npoM3BOACTBA

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

Toxen xo

Analysis performed according ND / Ananun3s nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page 7 of 7/ Crp. Tuz 7

15 | Package/ Ynakoeka

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. [ or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / Ilo 10 Tabnerox B
information leaflet in a carton | Onucrepe u3 (TTA/AJITID c
pack. / Tlo 10 Tadnerox B | Braromormotutenem/I19BII) ¢onbru //
onucrepe w3z (TIA/AJI/IID ¢ | (ITD/AJT) donern. [To 1 umm 2 Gnuctepa ¢
snaronornotrutenem/TI2BIT) HHCTPYKLMEH MO NPUMEHEHUIO B MauKy
donvrn // (TID/AJT) donbru. IMo | xaproHHYIO.

2 6nuctepa ¢ WUHCTPYKLMEH 1o
NMPUMEHEHHIO B navKy
KapTOHHYIO.

16 | Labeling / Mapxkuposka

According to ND / B cooteeTcTenu ¢ HI{

17 Storage conditions /
XpaHenue

Below 25 °C. / Tlpu Temnepatype He Bbitue 25 °C.

18 | Shelf life / Cpok rognoctu

2 years / 2 rona

* 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.

* JIpu BBITYCKE JIEKAPCTBEHHOI0 NPenapaTa KOHTPO/Ib Ka4eCTBa M0 NOKa3aTe 10
«MHKPOOHONOrHIECKAS YHCTOTA» IPOBOINTCA M KaxkAok 20-0i cepnu, HIM AJIsl OHOK CEPHH B IOf,
B 3ABHCHMOCTH OT TOY0, YTO HACTYIHT PaHbIUE,

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

ITpumeuanue: Ipoaykt coorsercTyeT TpeboBanuam HJI 3axawuenue: OJOBPEHO

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

[Noarorosneno: Ramakant [poBepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoauresnb
f _ Manoj Kumar ‘1732 ‘LL_:/C,

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.08.2022 Hara: 26.08.2022 JlaTa: 26.08.2022

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




