Dr.Reddy’s Q':'.

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
CEPTH®HUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon" JKenpece (KeToponak) Tadnerku, ANCMIEPrHPYEMBbIE B 110JIOCTH pTd, 10 mMr
Batch No / : V2300023 Batch Quantity / : 36,00,000 tab /
Cepus Ne O06bem cepun 36,00,000 Tab
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
AHaJIHTHYECKHIT oTyeT No Hara ananunza
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Mara npousBoacTBa T'onen no
Analysis performed according ND / AHanus nposexen mo H:

JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page1of 7/Cip.1uz7

ﬁ\lo

N Test / Iloka3zaTenn

Results / PesyabTaTh!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrste, miockue
TabNeTkH ¢ dackolt, creTio-
XKEJITOrO UBETA C TPABUPOBKOH
«l» Ha oIHOIA cTopOHeE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrnbie, mnockue tabnetku ¢ packoi,
CBETJIO-XKENTOrO LBETA C rPaBUPOBKOL
«l» Ha oxHO# cTOpoHe.

2 Identification / MoaauHHOCTD

Ketorolac / Kemoponak

a) Byuv/
Y®-cnextpodoromerpus

Complies / CootBeTcTRYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / V®-cnexrpsi
TNIOTNOLIEHHUS HCTIBITYEMOrO PacTsopa i
pacTBopa  CTaHAapTHOro  o0pasia
KETOpPOSiaKa TPOMETAMMHA  AOJIXKHbI
UMETb MAaKCHUMYMBI [IPU OJHOM M TOM e
JIWHE ROTHEL (+ 2 HM).

Remarks: The Product conforms to ND/

[pumeuanne: Mponykr COOTBETCTBYET Tpedonatuam [1]]

Conclusion: APPROVED /
Saxiwuenune: OJOBPEHO

Prepared by /
Ilogrorosneno: Nazsh Kumar

Checked by /
IIporepero: Himesh Kumar

—

;_, R \! - —

Approved by: Manager/Executive /
Onobpeno: Menesxep / PykoBomutes

Amit Kumar e .
e

Reprint Date /
Hara: 11.01.2023

Reprint Date /
Jara: 11.01.2023

Reprint Date /
Hara: 11.01.2023

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.ccm

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Froduct: Ketorol Express (ketorolac
1

) Orally Disintegrating Tablets 10 mg
Hpoayrr: Keropon™ Dkenpece ( KeTOpoak) TabiieTky, Aucneprupyemsie B noiocTH pra, 10 mr

Hata nponsponcrea

Batch No / ¢ V2300023 Batch Quantity / : 36,00,000 tab /
Cepua Ne O6Bem cepun 36,00.000 Tad
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
AHaJuTHYeCKHi# oTyeT No JMara anagausa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024

T'oxen go

Analysis performed accordin

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

g ND / Ananus nposenen no HJI:

]

Page 2 of 7/ Crp. 2 uz 7

No

N Test / okazatenn

Results / Pesyabratni Specification / Hopma

b) By HPLC/B3XX

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the

Complies / CooTsetcTByeT

chromatogram of ketorolac
tromethamine standard solution (Assay
section). /  Bpewms YAEpKUBAHUS
OCHOBHOrO NHKa Ha XpoMaTorpamme
HCOBITYEMOTO  pacTBopa  JOJKHO
COOTBETCTBOBATD BPEMEHH
YREPXHBAHMsSL OCHOBHOIO MOHKA Ha
XpoMaTorpamMmme pacTBOpa
CTaHIApTHOrO  obpaslia  KeTopoJiaka
TpOMeTaMHHa (paznen

«KosnuecTeHHOE onpeneneHmes).

Conclusion: APPROVFED /

Remarks: The Product conforms to ND/

[Mpunmenamie: Mpogya,

LULLBEICTBYET TpeboBanusm H )|

3axsouenne: QJIOBPEHO

Jata: 11.01.2023

Hara; 11.01.2023

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

IHoarorosneno: Narés(h Kumar | Iposepeno: Himesh Kumar Ono6pero: Meuemiep / Pyvkosoaurens
/ Amit Kumar o

Reprint Date / Reprint Date / Reprint Date /

Hara: 11.01.2023

Registered Office: $-2-327, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +951 40 4500 2900, Fax: +91 10 2900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.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, INDJA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HKAT AHAJTH3A www.drreddys.com

’Troduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoaykr: Keropon” IKenpece (KeToponak) TabneTki, AHCTEPripyeMble B NOJIOCTH pra, 10 mr
Batch No / ¢ V2300023 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 a6
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
ARagurndecknii oryer Ne Jata anannza
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Hara npoussoacrea T'open no
Analysis performed according ND / Anasm3s npoBexen no HA:

MH—004929-011119 (amend Nel from 27.12.2021 / n3meHenne Nel ot 27.12.2021)

—

Page3 of 7/Crp.3u3 7

i.oo Test / okazaTens Results / PesyantaTn Specification / Hopma _]

3 Identification Complies / CootBetcTByeT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnunHoCTE butylhydroxyanisole peaks on the
OyTHIIrHApOKCHAHH30T 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 ymepXuBaHus
MHKOB  2-OyTMJITHAPOKCHAHM3ONA W
3-OyTunruapokcuaHuzoNa Ha
XpoMaTorpamme UCBITYEMOTO
pacTBopa [IOMKHBI COOTBETCTBOBATH
BpEMEHaM YIEP)KUBAHUS MUKOB
2-6yTHATMAPOKCHAHM30Ia u
3-6yTHArHIPOKCHAHM30IA Ha
XpoMaTorpaMme pacTBOpa
CTaHIAPTHOTO odpasiia
OyTUNTHAPOKCHAHM30M (pazmen

«CopnepxaHue
OYTHIITHAPOKCHAHN30MIAY).

4 Average weight / Cpennss
Macca

70.1 mg/ 70.1 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
O167,2 Mr o 72,8 mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms to ND/

[Ipumeuanue: Mpoaykr COOTBETCTRYET Tpedosanuam HJJ

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Jara: 11.01.2023

Jlara: 11.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosneno: Nzu?s_h Kumar | Iposepeno: Himesh Kumar Onobpeno: Meneaxep / Pykooanrens
J Amit K “N\—
3 =——= |tk AT
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.01.2023

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: L85195AP1984PLC004507
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

CEPTUDUKAT AHAJIN3A www.drreddys.com
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg —‘
{Ipoayrr: Keropon™ kenpecce (ketoponak) TaGaeTiim, ARCTIEprHpYEMble B NoJIocTH pra, 10 mr
Batch No / : V2300023 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6nem cepun 36,00,000 Ta6
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
AHaIATHYECKHIT oTueT No Jdara anasnnza
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Hara npoussoacrea I'onen no
Analysis performed according ND / Auanns npoeeaen mo HA:

JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Paged4 of 7/ Crp. 4 u3 7
A

No
No Test / MokazaTens Results / PesyanTaTh Specification / Hopma
Uniformity of weight / Complies / CootsetcTBYeT 18/20 tablets - not more than + 10 %
OnHopoaHocTh Macenl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Bomee =+ 10 %
2/20 Tabnetok — He Gosee + 20 %
5 Disintegration time / 27 sec /27 cex Not more than 3 min / He 6osee 3 mMun
Pacnagaemoctn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of
. C15H13NO3'C4H1 1NO3 (ketorolac
Unit-2/ Ta6x-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% | 75%  (Q)  CisHisNO3*C4H; NO;
. . (keToponaka  TpomeTamuH) 4epes
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Ta6n-5 97%
| it 6 / Tabn 6 100%

7 Fineness of Dispersion/
JducnepcHocrn

Complies / CootseTcTBYET

A uniform suspension passing through a
710 pum sieve is formed. / O6pasyercs
ONHOpOAHAs CYCNEH3Hs, NPOXOASLIAs
CKBO3b CHTO C pa3MepOM OTBEPCTHIi
710 MKM.

Remarks: The Product conforms to ND/

IMpumeyanne: [Mpoaykr coornercTByeT TpeboBaHusm H]J

Conclusion: APPROVED /
3akmouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Naresh Kumar IMposepeno: Himesh Kumar Ono6peno: Menesxep / PykoBomuress
Amit Kumar N N—
= ( e, . e — J /,—--‘
Reprint Date / Reprint Date / Reprint Date /
MHara: 11.01.2023 Hara: 11.01.2023 Hara: 11.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHKAT AHAJIHU3A
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Product: Ketorol Express

HpomyxT: Keropon" Skenpece (KeToponak) TabJleTkn, aucne

(ketorolac) Orally Disintegrating Tablets 10 mg
prupyemble B NonocTH pra, 10 mr A{

Hata npoussoacrea

Batch No / : V2300023 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobem cepun 36,00,000 rad
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
ABajnTHYeckHii oTuer No Jara anannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024

T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJ:
JIT-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

PageSof 7/Crp. S5 uz 7

8 ' Related impurities / Poxcreennnre npumMecH
ketorolac 1-hydroxy analog / Below limit of detection (LOD = Not more than 0.5 % / He Gonee 0,5 %
l-runpoxcuananor 0.0010 %) / Huxe npesena
KeToposaka oOnapyxenus (ITO = 0.0010%)
ketorolac 1-keto analog/ Not more than 0.5 % / He 6oee 0,5 %
1-xeToananor ketoponaka 0.03%
Any unidentified impurity / Not more than 0.5 % / He Gounee 0,5 %
€IMHUYHas 0.06%
HEeUNEHTUGHIHPOBaHHas
TIpUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6ostee 1,0%
Cymma npumeceii

9 Water / Boaa 2.0% Not more than 7.0% w/w /

He 6omee 7,0 %

10

Residual solvents by GC/ Octatounnie OpraHHYecKye pacTBOPUTE/IH

Isopropyl alcohol /
HM3onponanon

5 pg/tab /5 mxr B TaGneTke

Not more than 350 pg/tab /
Ile 6onee 350 Mkr B TabneTke |

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanue: MMpoaykr COOTBETCTBYeT TpehoBanusm HJT 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: N?esh Kumar l'lpoBepeHT: Himesh Kumar Ono6peno: Menemkep / PykoBoaurens
i s N —

Aﬂ{; C\\. ,-_.,_‘ Amit Kumar Jf._\r
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.01.2023 Hara: 11.01.2023 Hara: 11.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN

: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
L/ ‘.. Formulation Unit-6
Dr’ Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHA.TH3A www.drreddys.com
AL AMOVKAT AHAJTH3A

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

Ipoayxr: Ketopon® Okenpecc (keToponak) TabeTkn, AHCHEPrupyembie B oIOCTH pTa, 10 mr
Batch No / 1 V2300023 JBatch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36.00,000 Ta6

Analytical Report No / : 890001638473 Date of Analysis / ¢ 11.01.2023
AHannTHYecKkuit oTyer No Jdara apanauza

Date of Manufacture / : DEC.2022 Date of Expiry / : NOV.2024
Hara npoussogcrea Topen xo

Analysis performed according ND / Anannz npoeenex mo HI:
JIT1-004929-011119 (amend Nol from 27.12.2021 / u3menenue Nol o 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 [ Microbial enumeration tests / Muxpo6uonornueckas uncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/ g/
Count / O6wee uucrno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/ g/
and moulds count / O6mee He 6onee 100 KOE/r

YHCIIO APOXIKEBBIX U
IJIECHEBLIX l"pI/I60B

c) Escherichia Coli NA Shell be absent in 1 gram /
Orcyrcreue B 1 1
12 Uniformity of dosage units / 3.9 Acceptance value (AV) not more than
Oanopoanocts 15.0 / TIpuemounoe 3uauenme (AV) ne
A03HpPOBaHMs Gosee 15,0. l
13 | Assay/ KonuuecTBennoe 10.0 mg/ 10.0 mr From  9.0mg to 11.0 mg of
onpeaenenue (100.4%) CisH3NO3+C4H;NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr o
“,0 Mr C15H13NO3'C4H11NO3
(xeToponaka TpomeramuH) (ot 90,0 a0
110,0 % ot 3assnenHoro KonudecTna) s

TabneTke
14 | Butylhydroxyanisole 0.0970 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanne 0.0970 mr B Tabnetke He menee 0,042 mr 8 Tadnetke
OyTunruapoxcnanmnzona
Remarks: The Product conforms to ND/ Conclusion;: APPROVED /
[Mpumesanne: Mponyicr cooTBeTeTyeT TpeGusatusam HIT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrotoeneno: Naresh Kumar [Ipoeepeno: Himesh Kumar OnobpeHno: Menemxep / PykosomyTens
Amit Kumar wh—
s —l s g T——
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.01.2023 Hara: 11.01.2023 Hara: 11.01.2023

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: L85195AP1984PLC004507
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

CEPTHO®HUKAT AHAJIM3A www.drreddys.com
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayxr: Keropon™ Dxenpece ( KETOpOaK) TableTkH, AMCNEeprupyeMsie B IONOCTH pra, 10 Mr
Batch No / : V2300023 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Ta6
Analytical Report No / : 890001638473 Date of Analysis / 11.01.2023
AHaJnTHYECKHi oTueT No Jara ananmza
Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Hara nponzBoacraa I'onen o
Analysis performed according ND / Ananus uposesex mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021 / uzmeHenne Nel ot 27.12.2021)

Page 7of 7/Crp. 7u3 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 TabneTok B
Onucrepe w3 ([TA/AJUIID ¢
BraronornoTurenem/TI3BIT)
Gonbru // (TI3/AJT) donsru. Ilo
2 Gmucrepa ¢ MHCTPYKUMEH MO
NPUMEHEHHIO B HayKy
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. / I[To 10 tabnerok B
6aucrepe U3 (MA/ATI/TTD c
sraronornotutenem/I13BIT) doneru //
(IT5/AJT) dposbru. Tlo 1 v 2 6nucTepa ¢
HHCTPYKLUHUEH MO NPUMEHEHHIO B MMauKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJJ

17 Storage conditions /
Xpauenue

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

18 | Shelf life / Cpok roguocrtu

2 years/ 2 roga

* 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.

* IIpu BBINyCKe J1€eKAPCTBEHHOIO npenapara KOHTPOJIb KAYE€CTBA 110 OKA3ATEI0
«MuKpoOHOIOTHYECKAS YHCTOTAY HPOBOAMTCS IS Kak0# 20-0if cepuu, HiIH JUIs O/IHOM cepHH B rop,
B 3aBHCHMOCTH OT TOYO, 4TO HACTYIIHT paHbIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpiveyanue: TpoaykT coorseTcTRYET Tpebusanusim HIT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Na;mh Kumar | ITpoeepeno: Himesh Kumar Ono6peno: Menemsxep / Pykosonurens
r .
= Q_j/_a Amit Kumar “N\—
- . 2 /'
Reprint Date / Reprint Date / Reprint Date /
Jara: 11.01.2023 Hara: 11.01.2023 Hara: 11.01.2023

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




