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
www.drreddys.com

CEPTHOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dkenpecc (keroponak) TabieTku, Aucneprupyemsle B MosoCcTH pra, 10 mr

Batch No / : V2300670 Batch Quantity / : 36,00,000 tab /
Cepusi Ne . OGbeM cepuH 36,00,000 Tab
Analytical Report No / : 890001658976 Date of Analysis/ : 29.04.2023
AHaauTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / ¢ Mar.2025
JlaTa npOM3BOACTBA Toaen a0

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page1 of 7/ Cip.1 n3 7

No

No Test / ITokazarens

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, nnockue
Tabnetky ¢ dackold, cBeTno-
XKENTOro LBETa C TPaBUPOBKOM
«l» Ha onHO cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrabie, mockue Tabnetku ¢ gpackof,
CBETJIO-XKEATOrO LBETa C FPABUPORKOWM
«l» Ha 0HOM CTOPOHE.

2 Identification / IToanHHOCTH

Ketorolac / Kemoponax

a) ByUv/
Y ®-cniextpodoTomMeTpus

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
[OITIOLICHHUS UCTTBITYEMOrO PacTBOpa U
pacTteopa  CTaHmaptHoro  obpasna
KETOpOJIaKa TPOMETaMMHA  JOJDKHEI
HMETh MaKCHMYMb! IpH OHOH U TOH XKe

JUIHHE BOJHEI (& 2 HM).

Remarks: The Product conforms to ND/
Ipumenanie: Ipoaykr coornercrayer Tpebopaiam HJT

Conclusion: APPROVED /
3araenne: OIOEPEHO

Prepared by /
ITonrotorneno: Pardeep Kumar

Checked by /
HpéiiepeHT Himesh Kumar
i

~

—
\

Approved by: Manager/Executive /

Onobpeno: Menemxep / PYKORGaHTEND
Manoj Kumar ﬂ’ Z, 1 {f

‘Reprint Date /
Jara: 29.04.2023

Reprint Date /
Hata: 29.04.2023

Reprint Date /
JHara: 29.04.2023

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OFF 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
www.drreddys.com

CEPTHOPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Skcnpece (ketoponak) TabneTku, AHCTIEPrUpYEMBbIE B ONOCTH pTa, 10 mr

Batch No / 2 V2300670 Batch Quantity / + 36,00,000 tab /
Cepus Ne Obsem cepun 36.00.000 Tab
Analytical Report No / : 890001658976 Date of Analysis / : 29.04.2023
Ananurnyecknii oryer Ne JiaTa anHaausa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jdara npoM3BOJCTBA I'ozen mo

Analysis performed according ND / Ananu3 nposexes mo HJI:

_J]H-004929—011119 (amend Nel from 27.12.2021 / uamenenne Nol o1 27.12,2021)

Page2of 7/Crp.2 m3 7

No

Test / Iloka3zaTensp
Ne

Results / PeayasTaThI

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). / Bpems yZAepxuBaHMUA
OCHOBHOTO IIMKa Ha XpOMarorpamMme
WCTILITYEMOTO  PacTBOpa  JOJKHO
. COOTBETCTBOBATh BpEMEHH
YAEPKMBAHUA OCHOBHOIO MUKa Ha
XpoMmaTorpamMme pacTBopa
CTaHJApTHOTO KeToposiaka
TpOMETaMHHa (pa3zen
«KoJuyecTBeHHOE OnpeleneHUe).

obpasua

Remarks: The Product conforms to ND/
[Tpumeuanne: [IpomykT cooreercTayer TpeGopanusam HIT

Conclusion: APPROVED /
3aumouenne: QJJOBPEHO

Hara: 29.04.2023

MHara: 29.04.2023

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

[Moaroroeneno: Pardeep Kumar | Flporepenp: Himesh Kumar OnobpeHo: Menemxep / PyKoBoAHTE b
(‘ &j/ﬂ Manoj Kumar -

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4S00 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85185AP1384PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

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

CEPTUOHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipopyrr: Ketopon™ Dkenpece (keroponak) TabneTky, AMcneprupyemblie g monocty pra, 10 mr

Batch No / : V2300670 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001658976 Date of Analysis / 29.04.2023 |
AHANHTHYECKHH oT9eT No Jara anajansa -

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025

JaTa npou3BoACTBa I'onen ao

Analysis performed according ND / Ananus nposeaen no HJI:

Page3 of 7/Crp.3 u3 7

1}2 Test / ITokazatenn Results / PesyabTaThb! Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaNHHHOCTS butylhydroxyanisole peaks on the
GyTHIrMAPOKCHANU3ON 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 yOepXHBaHUA
MUKOB  2-OYTWITHIDOKCHaHW30/1a H
3-6yTHUITUAPOKCHAHU30JIA Ha
XpoMarorpamMme UCTIBITYEMOTO
pacTBopa AO/DKHBI COOTBETCTBOBATh
BpEMEHaM YIepXUBaHUA [THKOB
2-6YTHITKAPOKCHAHN30JIa H
3-6yTHIrMAPOKCHAHK30/1a Ha
XpOMaTorpamMme pacTBopa
CTaHOAPTHOTO obpasna
6yTUATHAPOKCHAHH30JI1a (pa3mexn
«ConeprxaHue

OyTHITHPOKCHAHH30JIAY).

4 Average weight / Cpeanssn
macca

69.2 mg/ 69.2 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mMr a0 72,8 Mr (70,0 Mr=4,0 %).

Remarks: The Product conforms to ND/

INpumeuanue: TTponykT coorsercreyer Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OIOBPEHO

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

ITonroroemneHo: Pardeep Kumar | [Mposepero: Himesh Kumar Onobpeno: Menemxkep / Pykosoaytens
—J ~—, | Manoj Kumar %

Reprint Date / 'Reprint Date / Reprint Date /

JlaTta: 29.04.2023 Hara: 29.04.2023 Hara: 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1984PLCO04507
www.drreddys.com




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®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keroponak) tabnerki, AnCHeprupyemsie 8 nonocty pra, 10 mr

Batch No / : V2300670 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6Bem cepau 36.00,000 Tab
Analytical Report No / : 890001658976 Date of Analysis / + 29.04.2023
Anagnruuecknii oTuer No Jara apanmsa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jara npou3zBOACTBA T'open no

Analysis performed according ND / Anann3s nposenen no HJIL:
JI1-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel or 27.12.2021) |

Pagedof 7/Crp. 4 n3 7

No

No Test / ITokazarens

Results / PeaynbTaTsl

Specification / Hopma

Uniformity of weight /
OnHopoaHOCTHL Macehl

Complies / CooTseTcTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — ne 6Gonee * 10 %
2/20 Tabnerok — He Gonee + 20 %

5 Disintegration time /
PacnagaemocTb

18 sec /18 cek

Not more than 3 min / He 6onee 3 mun

6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 100% Not less than 75% (Q) of
) gy | o Ci5sH13NO3C4H [ INO3 (ketorolac
LA UL tromethamine) in 15 min / He menee
Unit-3 / Ta6a-3 101% 75% (Q)  CisHisNO3*C4H;1NO3
] . (keToponaka  TPOMETaMMH)  4epes
Unit-4 / Taba4 99% 15 o
Unit-5 / Ta6bn-5 103%
Unit-6 / Tabn-6 103%

7 Fineness of Dispersion/
JAucnepcHocTh

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
ONHOpOAHAs CYCNEH3Wd, HPOXOoAfdlas
CKBO3b CHTO C pa3MepOM OTBEpCTHH
710 MKM.

Hara: 29.04.2023

JHara: 29.04.2023

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpumevarme: [Ipoaykr cooTBeTcTBYeT Tpeboraiuam [1]] Baxmouenue: OJJOGPEHO

Prepared by / Checked by / | Approved by: Manager/Executive /
IMonroroeneno: Pardeep Kumar | Ipoeepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBogiteib
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.04.2023

Reypistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 29G0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys com




Dr.Reddy’s QS¢

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJMU3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykr: Keropon" Okcipece (keToposiak) TabieTk, qucneprupyemble B nonocti pra, 10 Mr

AnanHrn4ieckni ordyer No

Batch No / : V2300670 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oonem cepuu 36,00,000 rad
Analytical Report No / : 890001658976 Date of Analysis / : 29.04.2023

JlaTa anannza

Date of Manufacture /
JlaTa nponsBoacTBa

: Apr.2023

Date of Expiry/
T'onen go

: Mar.2025

Analysis performed according ND / Ananus nposeaen no HJI;
JIII-004929-011119 (amend Nel from 27.12.2021 / namenensie Nel or 27.12.2021) |

PageSof 7/Crp. Su3 7

8 Related impurities / PoacTBenHste npuMecH

ketorolac 1-hydroxy analog / Below LOD (LOD =0.0010 %)/ Not more than 0.5 % / He 6onee 0,5 %
1-rugpoxcuananor Huze npeacna o6Hapykehus (IO
KEeTOpoJjaka =0.0010%)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-xeToaHanor keroposaxa 0.03%
Any unidentified impurity / Not more than 0.5 % / He Gonee 0.5 %
eIMHUYHaA 0.05%
HEeWACHTHGHUIHPOBaHHAS
NpHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma nipuMeceit : i

9 Water / Boaa 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKie pacTBOPHTENH
Isopropyl alcohol / 3 pg/tab / 3 Mkr B TabneTke Not more than 350 pg/tab /
Hzonpomnanon He 6onee 350 Mkr B Tabnetke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3axinouenue: OJIOBPEHO

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

IToaroroeneno: Pardeep Kumar Hpoae_peuﬁ: Himesh Kumar Onobpeno: Mekemxep / Pyxosomiirens
{' } =l = Manoj Kumar T

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.04.2023 Hara: 29.04.2023 Hata: 29.04.2023

Registzred Office: 8-2-337, Road Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
wianw drreddys rom




Dr.Reddy’s ":"

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon” Dkcnpece (keToponak) Tabnerku, Aucneprupyemsie B nonocts pra, 10 mr

Batch No / : V2300670 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6sem cepun 36,00,000 Tab
Analytical Report No / : 890001658976 Date of Analysis / : 29.04.2023
ARagurHyeckuii oruer Ne Jara ananuza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jlara nIpoH3BOACTBA T'open no

Analysis performed according ND / Ananus npoeeaes no H/I:
JII-004929-011119 (amend Nol from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Cip. 6 u3 7

11 | Microbial enumeration tests / Mukpo6Hosnornueckasi yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uwee 4rcno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6utee He 6onee 100 KOE/r
YHUCIIO OPOMOKEBBIX U
TIecHeBbIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 r
12 | Uniformity of dosage units / 74" Acceptance value (AV) not more than
OnHOpOoaIHOCTH 15.0 / IpueMouHoe 3HaueHne (AV) He
J03HpPOBAHUSA 6onee 15,0.
13 | Assay/KosmyecTBeHHoe 10.0 mg / 10.0 Mr From 90mg to 11.0 mg of
ompeaesieHue (100.0 %) CsH3NO3+C4H; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr 10
11,0 Mr C15sH13NO3*CsH11NO3
' (ketoponaka TpoMetamuH) (ot 90,0 go
110,0 % oT 3asBJIEHHOrO KOJNU4YeCTBa) B
Tafnerke
14 | Butylhydroxyanisole 0.0961mg/tab / Not less than 0.042 mg/tab /
content / Cogaep:xkaHue 0.0961mMr B Tabnerke He menee 0,042 Mr B Tabnetke
OYTHArHAPOKCHAHH30JI2

Remarks: The Product conforms to ND/
Hpmvenanpe: TpogyrT cootTsercisyes 1pcbusanuam [1]]

Conclusion: APPROVED /
Janawyenue. OJOLIEIIO

Prepared by / Checked by /
[Momrotosnero: Pardeep Kumar | Ilposepeno: Himesh Kumar

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykosoguTens
Manoj Kumar j

- = ot
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 29.04.2023 Jara: 29.04.2023 Mara: 29.04.2023

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.dereidyy rom




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
www.drreddys.com

 CEPTUOUKAT AHAJIM3A
Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoayxr: Keropon™ Dkenpece (keToponak) Tabnerk, AMCNEPrupyeMble B nojocty pra, 10 MI
Bat<h No / : V2300670 Batch Quantity / : 36,00,000 tab /
Ceplia Ne ' O6bem cepiit 36,00,000 Tab
Analytical Report No / : 890001658976 Date of Analysis / 29.04.2023
AuaIHTHIECKHH oTdeT No Jara ananusa
Date of Manufacture / : Apr.2023 Date of Expiry / Mar.2025
JdaTanpousBoacTea I'ogen xo
Analysis performed according ND / Ananus nposeaen mo HJI: .
JITI-004929-011119 (amend Nel from 27.12.2021 / uzamenenue Nel ot 27.12.2021)

Page7of 7/Crp.7n3 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. / Tlo 10 Tabnerox B
tnucrepe n3  (MMA/AJIID ¢
Bnaronoriotutesnem/I19BIT)
donbryu // (TI3/AJT) doneru. Ilo
2 6nucTepa ¢ MHCTpyKIHEM 10
IIPHUMEHEHHIO B TIauKy
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. / [To 10 tabnetok B
6nuctepe u3 (TTA/AJITID c
snaronornorurenem/[13BI1) doneru //
(I13/AJT) onbru. [To 1 unu 2 6annctepa ¢
MHCTPYKLIMEH N0 NPUMEHEHHIO B MayKy
KapTOHHYIO.

16 | Labeling / Mapkupoeka

| According to ND /B COOLI‘BC‘ICTBHPI cHI

17 | Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temneparype He Boiule 25 °C.

18 | Shelflife / Cpok rogHocTy

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.

* IIp# BRIMyCKe JIEKAPCTBEHHOIO NPENAPATa KOHTPOJIb KAY€eCTBA 0 OKA3ATENI0
«MukpoOHoI0rHYecKas YHCTOTAY MPOBOXHTCH AJIS Kaxa0oil 20-0/ cepHu, HIIH AJs OAHOMN CepHMH B IOA,
B 3ABUCHMOCTH OT TOI0, ITO HACTYIHT Panblue.

Remarks: The Product conforms to ND/
Ipumeuanne: [Iponykr coorsercTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3axnmioyenne: OJNOBPEHO

Prepared by /
IToarotorneno: Pardeep Kumar

Checked by /
Tlposepenq: Himesh Kumar

N =
J

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautelib

Manoj Kumar N
@32'3‘___%

Reprint Date /
Hara: 29.04.2023

Reprint Date /
Hara: 29.04.2023

Reprint Date /
Jara: 29.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: -+91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys,com




