Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

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

TpoxyKT: Keropon™ Dxcnpece (KeToposak) TabIeTKH, IHCNEPrHPYEMbIC B NONOCTH PTa, 10 mr

Batch No / : V2302131 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepud 3600000 Tab
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
AnanuTH4ecKHii oTdeT No Jdara anannia

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa poH3BOACTBA Topen g0

Analysis performed according ND / Anasius nposejies 1o HL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Pagel of 8 /Crp.1 n3 8

[ No

Ne Test / [TokasaTean Results / Pe3yneTaTh Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyribie, [UIOCKHE
TabneTku c QackoH, CBETIO-
#eJITOT0 L(BETA ¢ TPABUPOBKOM
«l» Ha OHOM CTOPOHE.

with "|' debossed on one side. /
Kpyroisie, MI0cKue TabneTkH ¢ tdackoH,
CBETIIO-KEJITOro LBETa C PaBUPOBKOM
«l» Ha opHoM CTOPOHE.

2 Identification / [ToqnUHHOCTD

Ketorolac / Kemoponax

a) ByUV/
Vd-cnekrpodoTomeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and '
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-CneKTphl
NIOTTIOUIEHNS UCIIBITYEMOTO PacTBOpa M
pacTBOpa  CTaHIapTHOTO obpasia
KeToposaka TPOMETAMHHA  JIONKHEI
HMeTh MAKCHMYMBI TIpH O{HOH U TOH e
IUIMHE BOJIHBL (+ 2 HM).

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoayKT cOOTBETCTBYET tpedosannsm HIL

Conclusion: APPROVED /
3axmouenne: OJJOSPEHO

JlaTa: 31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
lMonrotoeneno: Pardeep TMposepeno: Himesh Kumar Opo6peno: Menemiep / PykoBoguteb
Kumar f ~— | Abhishek Chauhai)&‘ \
Reprint Date / Reprint Date / Reprint Date / i \

Hara: 31.10.2023

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

CIM; LEST95AP1ARAPI CNNASNT
www.drreddys.com




®e Dr. Reddy's Laboratories Ltd.
Dr. Red dy,s ... Formulation Unit-6
* Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +21 98166 56001-02
CEPTUPHUKAT AHAJTHA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon™ Dxkenpecc (keToposiak) TabneTky, AUCTIEprHpyeMbie B IOJIOCTH pTa, 10 Mr

Batch No/ 1 V2302131 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 tab
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
AnanuTH9ecKHii oTyeT No JaTa aHann3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JarTa npoH3BoAcCTBa T'onen no

Analysis performed according ND / Ananu3 nporegen mo HJT:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, nzmenenne No2 ot 11.11.2022)

Page2 of 8 /C1p. 2 u3 8

No

Ne Test / Iloka3aTenb Results / Pe3yneraTs! Specification / Hopma

b) By HPLC/B3XX 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 ynepXuBaHus
OCHOBHOIO ITMK2 HAa XPOMATOrpaMme
HCOBITYEMOTO  pacTBopa  JIOTKHO
COOTBETCTBOBATD BpeEMeEHU
YIep)KUBaHUS OCHOBHOTO NMKa Ha
XpoMarorpamme pacTtBopa
cTaHmapTHoro ofpasua KeTopoJaka
TpPOMETaMHHA (pazmen
«KonmmyecTBeHHOE ONpeNeneHHen).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pymeuanue: ITpoxykT cooTBercTRYET TpeGoBanusmM HJT 3axmoyenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrororneno: Pardeep Ilporepeno: Himesh Kumar Onobpeno: Menezep / Pykosoaurens

Kumar r e~ | Abhishek Chauhan \

Y

Reprint Date / Reprint Date / Reprint Date /
Hara: 31.10.2023 Jata: 31.10.2023 Jara: 31.10.2023

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
LIN: LS TYLAPI984PLLLUASU /
www.drreddys.com



Dr.Reddy’s ":'

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
CEPTHOMKAT AHATI3A www.drreddys.com

Hpoxayxr: Keropos

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
* Jkenpece (keroponiak) TabneTki, AMCHEPripyeMblC B MONOCTH pra, 10 mr

Bateh No/ 1 V2302131 Batch Quantity / : 3600000 tab /
|Cepusn Ne O6bem ceprn 3600000 Tab

Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023

AHaATHUIECKHH oTHeT Ne JlaTa apajau3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025

JlaTa IPOH3BOACTBA Tonen 1o

Analysis performed accor
JITI-004929-011119 (amen
27.12.2021, u3mencune Ne2 oT 11.11.2022)

ding ND / Anaju3 uposeJeH no HI:
d Nel from 27.12.2021, amend Ne

2 from 11.11.2022 / n3mMeHeHHE Nel ot

Page3 of 8/ Crp-3 m38

No
Ne

Test / Iloka3zareib

Results / Pe3ynpTaThl

Specification / Hopma

3

Identification
Butylhydroxyanisele /
TlogAHHHOCTDH

6y THArUAPOKCHAHHION

Complies / CoOTBETCTBYET

The retention times of  2-
butylhydroxyanisole and 3-
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 gsolution
("Butylhydroxyanisole content"
section). / Bpemena YHCPXHBAHHA
nMKOB  2-OyTHIrMApOXCHaHW3ONA  H
3-6yTIITHAPOKCHaHH301a Ha
XpoMaTorpamMme HCIBITYEMOTO
pacTRopa [IOJDKHB COOTBETCTBOBATH
BpeMeHaM  YACPKHBaHMA MMKOB
2-6yTUIrHAPOKCHAHN30IIa n
3-6yTWIrHIPOKCHAHH3ONA Ha
XpoMaTorpaMme pacTBopa
CTaHIapTHOro obpasua
Gy THIrHAPOKCHAHM30JIA (pazzen
«Copepxanue
GyTHITHAPOKCHAHH30IIAY).

Average weight / Cpeassa
macca

69.7 mg / 69.7 mMr

67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
Tpsimeyatye: [IPOAYKT COOTBETCTBYCT tpebosanuaM HJ{

Conclusion: APPROVED /
Zaxmogenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TonrorosneHo: Pardeep TMposepenq: Himesh Kumar Onobpeno: Menegiep / PykosomuTestk
K ; _ . , {

umar c:!i.-_-;- — § _—— | Abhishek Chauhz&_/\
Reprint Date / Reprint Date / Reprint Date / \
Hara: 31.10.2023 Hara: 31.10.2023 Iara: 31.10.2023

Registered Office:
Tel: +91 40 4900 2900, F

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: LR5195AP1984PLCO04507
www.drreddys.com

ax: +91 40 4900 2999, Email: mail@drreddys.cam
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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

CEPTHOUKAT AHAJIH3A

—_— e ———

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayKT: Keropon™ Dxenpecc (keroponak) TabneTky, ANCHEPrupyeMBIC B OTOCTH pra, 10 mr

Batch No/ + V2302131 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
A ansTHYeCKHIl oTyeT Ne Jlata ana/au3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa mpoH3BOJACTBA Tonen a0

JI1-004929-011119 (amend Ne

Analysis performed according ND / Ananus nposegen no HJI:
1 from 27.12.2021, amend N22 from 11.11.2022 / namenenne Nel ot

27.12.2021, mamenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 3 8

No

Test / Tloxa3aTelb
Ne

Results / Pe3ynbtatst

Specification / Hopma

Uniformity of weight /
OAHOPOAHOETEL Macehl

Complies / COOTBETCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabmerox — He Gonee =10 %
2/20 Tabnetok — He 6oniee = 20 %

5 Disintegration time /
PacnagaemMocThb

00 min 20 sec / 00 muH 20 cex

Not more than 3 min / He 6onee 3 MHH

6 Dissolution / PacTeopetine’ Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. C1sH13NO3°C4H | 1NOs (ketor olac
Unit-2/ Tabn-2 102% tromethamine) in 15 min / He meHee
Unit-3 / Tabn-3 101% | 75% (Q  CisHisNO3*C4HuNOs
. i, (keToponaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 100% 05
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 102%

7 Fineness of Dispersion/
JnenepcHOCTD

Complies / CooTBeTCTRYET

A uniform suspension passing through a
710 pum sieve is formed. / O6pasyerca
OHOPOIHAS CYCHEH3Hs, NPOXONAIIAL
CKBO3b CHTO C pPasMepoM OTBEPCTHH
710 M.

Remarks: The Product conforms

Tpuseyanne: TPOIYKT COOTBETCTBYET TPEGOBAHMAM HJT

to ND/

Conclusion: APPROVED /
3armwouenne: OJJOBPEHO

Hara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Pardeep TIposepeno: Himesh Kumar Ono6peno: Menegikep / PykoBonuTe)ib
Kumar f ——— | Abhishek Chauhak\
Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.10.2023

JHara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 461 40 4900 2900, Fax: +91 40 4900 2999, Email; mait@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’:’.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon™ Oxenpece (keroponak) TabieTKH, ANCAEPrHPYEMBIC B TI0JIOCTH PTa, 10 mMr

~

Batch No/ + V2302131 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepitl 3600000 Tabd
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
AHanHTHIeCKMiH oTdeT No Jara anaansa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npon3BOACTBA Logex go

Analysis performed according ND
JIT1-004929-011119 (amend Nel from 27.12.2021, amend

/ Anamms nposenen mo HJI:
Ne2 from 11.11.2022 / uzmenenue Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 5 of 8/ Crp.5u38

8 Related impurities / PoacreesHble MPRMECH

ketorolac 1-hydroxy analog /
1-ruApOKCUAHATIOT

Below LOD (LOD = 0.0010 %) /
Hmuxe npenena obrapywkerus (110 =

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

KEeTOpOoJIaKa 0.0010%)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6onee 0,8 %
1-keTOaHAJNIOT KETOpOJaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
cHUHMIHASA
HeHIEHTU()HIMPOBaHHASL
npuUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa pHMECe#

9 Water / Boaa 28% Not more than 7.0% wiw /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble OpraHH4ecKHe "pacTBopuTe.rm

Isopropyl alcohol /
HzonpomnaHol

4 ngftab/
4 Mkr B TabneTKE

Not more than 350 pg/tab /
He Gonee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanne: IIpoayKT COOTECTCTBYET tpebopanuam HJT

Conclusion: APPROVED /
Jakmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexno: Pardeep [Tposepeno: Himesh Kumar Opobpeno: Menehxep / PykoBoauresnsb
Kumar ﬁ — Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / \

Hata: 31.10.2023 Tara; 31.10.2023 Jara; 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2399, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507

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 ; +91 98166 56001-02

CEPTHOUKAT AHAJTU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyKT: Keroposn™ Sxenpecc (keropoak) TAONETKH, IH

criepripyeMsie B DOJoCTH pTa, 10 Mr

Batch No/ : V2302131 Batch Quantity / : 3600000 tab /
Cepusi No Oo6nemM cepHH 3600000 Tab
Analytical Report No / : 890001697415 Date of Analysis/ : 31.10.2023
ApanuTHYecKHil oTyeT No Mara ananuza

Date of Manufacture / : 10-2023 Date of Expiry / 3 09-2025
JlaTa IpOH3BOJCTBA T'oaen no

Halysis performed according ND / Ananus npoBejeH no HA:
JII1-004929-011119 (amend Nel from
27.12.2021, usmenenne Ne2 or 11.11,2022)

27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / MuxpoGHonornueckas yuceroTa*
a) Total Aerobic Microbial Not more than 1000 CFU/g/
Count / O61uee 4ncno NA He 6onee 1000 KOE/T
a3pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Obuiee NA He 6onee 100 KOE/r
HCJIO APOIKKEBBIX H
IUIECHEBEIX TpHOOR
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBue B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OaHOpOAHOCTE 15.0 / TipuemouHoe 3HaueHHe (AV) He
[03MPOBaHHUS 6onee 15,0.
13 Assay / KonnuecTeeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaeneHre (97.6 %) C15sHsNO3C4H1INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
mo 11,0mr CsH13NO3+C4H 1 NO;3
(xetoponaka TpoMetamus) (ot 90,0 no
110,0 % OT 3afBINEHHOIO KOTHYECTBA) B
Tabnerke
14 Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / CogepkaHue 0.0990 mr B TabneTke He menee 0,042 Mr B Tabnetke
6y THACHAPOKCHAHH301A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Npumeuanne: ITpoayKkT COOTBETCTBYET tpeGosannam HIL 3aknwuenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno: Pardeep IIposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBonuTesb
Kumar f ) C_\l ] Abhishek Chauhai’L \
Reprint Date / Reprint Date / Reprint Date / ;
Hara: 31.10.2023 Jlara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

wuww.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 : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Okenpece (keroponak) TabneTkH, AHcneprupyemiie B IOJIOCTH pra, 10 mMr

Batch No/ + V2302131 Batch Quantity / : 3600000 tab /
Cepusn Ne Qobem cepun 3600000 Tab
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
AnanuTHdecKuii oryer Ne Jara aHaauza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlara mpoUu3BOJACTBA T'omen oo

Analysis performed according ND / Auanu3s nposeJes no HA:
JIL-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, mamenenne Ne2 or 11.11.2022)

Page7of 8 /Crp. 7u3 8

15 | Package/ YnaxoBxa 10 tablets in a blister of | 10 tabletsin a blister 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 | Tabrnetok B Giuctepe u3 (ITA/AJVIIS ¢
pack. / Ilo 10 Ttabnerok B prnaronornoTuTeneMII3BIT) donsryu //
6mucrepe w3 (TIA/ATUIID ¢ | (TI9/AJI) donsru. o 1 mnu 2 6ucTepa
praronornoTHTeneM/II3BIT) ¢ HHCTpPYKLHMEH IO TPHMEHEHHIO B
donbru // (I13/AJT) donery. Ilo | nadxy KapTOHHYKO.

2 6nucrepa ¢ MHCTpYKLHEH no
NpHMEHEHHIO B HayKy
KapTOHHYIO.
16 | Labeling / MapxupoBxa According to ND / B cooTsercTeuu ¢ HJI
17 Storage conditions / Below 25 °C. / IIpu Temneparype He Beiie 25 °C.
XpaneHue
18 Shelf life / Cpok roxHocTH 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.
* [Ipu BLINYCKe JIEKAPCTBEHHOIO (IpeNapaTa KOHTPONL KA4eCTBa M0 0Ka3aTe/Iio «MuxpoGHonoruyeckas

YHCTOTA» IPOBOAUTCH IS K2xA0i 20-o0it CEepHH, HJIH JJIst OaHOi CEPHH B rof, B 3aBUCHMOCTH OT TOT0, UYTO

HACTYNUT PaHbIIIE,

Remarks: The Product conforms to ND/
Tpumeuanue: [TpomyxT cooreererayer Tpebosanmsm HJL

Conclusion: APPROVED /
3Zaxmouenue: OJIOBPEHO

Prepared by /

Kumar

Honrorosneno: Pardeep

=

g

Checked by /
Tporepeno; Himesh Kumar

=l —=

Approved by: Manager/Executive /

Ono6peno: Mendmwxep / Pykopopurensb
Abhishek Chauh ‘\
\\_ ~ _1-'

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Jarta: 31.10.2023

Reprint Date /
Jara: 31.10.2023

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.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories Ltd,
Formulation Unit-6

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

CEPTHOUKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating ‘I'ablets 10 mg
Ipoaykr: Keropon™ Dxcnpece (keToponax) TabneTky, ANCNEPrHpyeMbI€ B OJIOCTH pra, 10 mr

Batch No / : V2302131 Batch Quantity / : 3600000 tab /
Cepusa Ne O6nem cepln 3600000 Tab
Analytical Report No / : 890001697415 Date of Analysis / : 31.10.2023
ABANHTHYCCKHIT oTyeT No JlaTa ananu3za

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoH3BOJCTBA Topen oo

Analysis performed according ND / Ananns nposeaes no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uameHenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Pape 8 of 8§/ Crp. 8 u3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Howmep cepun cyberanuin npoyssoaurens [IId:

TPOMETAMITH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep ceptti NPOHIBOAHTEIIN APC: ALEQL IS
FP Manufacturer API Batch number / FEQA00496

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
Jl-p Pemi'c JlaGoparopuc JITA., Hunus

| Mpoussonnrent ADC, cypana;

Remarks: The Product conforms to ND/
[pumeuanne: [ponykr coorsercrayet Tpebosanmam HIT

Conclusion: APPROVED /
3axarogenne: OJOBPEHO

Prepared by /
Moaroroeneno: Pardeep

Kumar f

Checked by /
Tpoeepeno: Himesh Kumar

g™

Approved by: Manager/Executive /
Ono6peno: Meneasep / Pykosomurenb
Abhishek Chauban \

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jara: 31.10.2023
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