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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Hpoayxr: Ketopon” Dkenpece (keToponak) TaBEeTKH, ANCIeprupyeMble B IONnocTH pra, 10 Mr

Batch No / : V2202652 Batch Quantity / : 36,00,000 tab /
Cepun Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / 30.12.2022
AHaJHTHYECKH oTUeT Ne JlaTa aHAJIH3A

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTta npoM3BOACTBA T'open oo

Analysis performed according ND / Anasns nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Pagelof 7/Crp.1m37

Y®-cnektpodoToMeTpUsA

No . :
No Test / IlokazaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanmne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "|" debossed on one side. /
side. / Kpyrnste, riockue Kpyrible, mnockne TabneTku ¢ gpackoi,
TabneTku ¢ hackoil, CBETIO- CBETJIO-KENTOrO LBETA C IPaBUPOBKOA
JEJITOTO 1[BETa ¢ IPaBUPOBKOMH «» Ha OJJHOI CTOPOHE.
«l» Ha 01HOH CTOpPOHE.
2 Identification / IToaamuuOCTL
Ketorolac / Kemoponak '
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
[OITNOLIEHHS MCTIBITYEMOrO PacTBOpa
pacTBopa  CTaHmapTHoro  obpasua
KETOpoJiaka ~ TPOMETaMHHa  JOJDKHBI
HMETh MAKCUMYMB! TP OLHOM U TOH Xe
IUTUHE BONHEI (£ 2 HM).

Remarks: The Product conforms to ND/
Mpumeuanue: [IpomykT cootercrayer Tpedbosanuam HJL

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
[TogrorosieHo: Ramakant

Checked by /
[Tpoeepeno: Pardeep Kumar

I -

Approved by: Manager/Executive /
Ono6peno: Meneukep / PykoBoauntessb
Amit Kumar g \\;/“',/

Reprint Date /
Hara: 30.12.2022

Reprint Date /
[Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

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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CEPTH®HUKAT AHAJTM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon" Dxenpecce (keToponak) TabieTkH, AMCTIEPTUPYEMBbIC B NOIOCTH PTa, 10 Mr
Batch No / : V2202652 Batch Quantity / : 36,00,000 tab/
Cepnsi Ne O6bem cepuu 36.00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / : 30.12.2022
Apanuradeckuii oryer No Jara apannsa
Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JlaTa npoH3BOACTBA T'onen mo
Analysis performed according ND / Anasin3 npose/icH 0o HA:
JI1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021) |

Page20f 7/Crp. 237

No

N Test / [lokazaTeNb Results / PesynbraTsl 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). / Bpemsa yldepXuBanus
OCHOBHOTO IHKa Ha XpoMaTorpamme
HCTBITYEMOrO  pacTsopa  [OOJDKHO
COOTBETCTBOBATh BpPEMEHH
yAepXUBaHHA OCHOBHOTO IHMKa HA
XpoMaTorpaMmme pacTBopa
cTaHaapTHoro o0pasua KeTopoJaka
TpoMeTaMHHa (paznen
«KONMUIeCTBEHHOE OMPEACIEHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanue: [IpoIyKT COOTBETCTBYET TpeGOBAHMAM HJ Bakmodenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Ramakant Iposepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens

+ Amit Kumar > Nme o

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2022 Jara: 30.12.2022 Jarta: 30.12.2022

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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dkenpece (keroponak) TabIeTKH, AMCTIEPrUPyEMbIC B IIONIOCTH PTa. 10 Mr

Batch No / 1 V2202652 Batch Quantity / : 36,00,000 tab/
Cepusn Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / : 30.12.2022
AnajuTHdecknii oTueT Ne JlaTa anananza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JdaTa npon3BoACTBA T'onen no

Analysis performed according ND / Ananus nposesen o HJL:

JI1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page3of 7/Crp.3m37

No

Ne Test / ITokaszaTenb Results / Pe3ysabTaThl

Specification / Hopma

3 Identification Complies / COOTBETCTBYET
Butylhydroxyanisole /
TToanuHHOCTH

Gy THATMAPOKCHAHU3O0I

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 solution
("Butylhydroxyanisole content”
section). / BpeMeHa yAepXUBaHUA
NUKOB  2-OYTHITHIAPOKCHAHHM30Ia U
3-0yTUNTHAPOKCHAHH30T1a Ha
XpoMaTorpamme HCTBITYEMOTO
pacTopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXKUBAHUS TMHKOB
2-6y THITHIPOKCHaHH30J1a 7
3-6yTWITHIPOKCHAHK301a Ha
XpoMaTorpamme pacTBopa
CTaHAaPTHOTO obpasia
OyTHIITHAPOKCUAHN30TIA (pa3gmen
«Copnepxanue
OYTHITHAPOKCUAHH3OIAR).

4 Average weight / Cpennsis 69.8 mg/ 69.8 Mr
macca

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIpOAYKT COOTBETCTBYET TpeboBanusaM HJ 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneno: Ramakant [Mposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoauresnb
Amit Kumar =

W cf//; F’M\\;/
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2022 Hara: 30.12.2022 Jara: 30.12.2022

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:

CIN: L85195AP1984PLCO04507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF 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

CEPTHOHNKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon™ Dxenpecce (keTopoinak) TabIeTKH, MCNEPrHPyeMbIe B TI010CTH pTa, 10 mMr

Batch No / : V2202652 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BbeM cepHH 36,00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / 30.12.2022
AHaJTHTHYECKHH oTUeT N2 Jlara anaausa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa npou3BOACTBa T'onen mo

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

Page4 of 7/Crp. 4m3 7

No

N Test / [lokazaTenn

Results / PesyabTaThl

Specification / Hopma

Uniformity of weight /
OAHOPOAHOCTL Macehl

Complies / CooTBETCTBYET

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

5 Disintegration time /

21 sec /21 cexk

Not more than 3 min / He 6onee 3 MuH

PacnanaemMocThb
6 Dissolution / PacTeopenne Unit-1/ Ta6a-1 101 % Not less than 75% (Q) of
. C15H13NO3¢C4H [ NO3 (ketorolac
Unit-2/ Tabn-2 0076 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 103% | 75% (Q)  CisHi3NOs*C:sHiiNO;
) . (keToponaka  TpPOMETaMHH)  4epes
Unit-4 / Tabn-4 101% 1S i
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTb 710 pm sieve is formed. / O6pasyercs

ONHOpOIHAsA CYCNIEH3Us, NPOXOJALIas
CKBO3b CHTO C pasMepoOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
Ipumeuanne: [poaykt coorBeTcTByeT Tpebosannam HJL

Conclusion: APPROVED /
3axniouenne: OJJOBPEHO

Prepared by /
IToaroroeneHo: Ramakant

Bt

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogureb

Amit Kumar * Ne—
Fe—‘ P

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHO®HKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TadieTku, AHCIEPTHPYEMbIE B IIOJIOCTH P14, 10 mr

Batch No / : V2202652 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O06beM cepun 36,00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / 30.12.2022
AHaauTHYECKHIT oTUeT No JlaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npouM3BoJcTBA T'onen oo

Analysis performed according ND / Ananns nposegen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

PageSof 7/Crp. Sus 7

8 Related impurities / PoacTBeHHbIe NPHMECH

ketorolac 1-hydroxy analog /
1-ruapokcrananor
KeTopoJiaka

Not detected / He oGHapyxeHa

ketorolac 1-keto analog/
1-KeToaHaor KeTopoJaka

0.03%

Any unidentified impurity /
eIMHNYHAasA
HeuIeHTHUIUPOBAHHASL
NpHMECh

0.03%

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

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

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

Total impurities /
Cymma npumeceii

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

2.1%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4uHbIe OpraHM4ecKHe pacTBOpUTEIH

Isopropyl alcohol /
Hzonponanon

7 pg/tab /7 MKr B TabNETKE

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

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTeTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
[MoarorosieHo: Ramakant

@%ﬂw

Checked by /
TIporepeno: Pardeep Kumar

N

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

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

Amit Kumar — /\ -~ N\—
= /
Reprint Date /

Jara: 30.12.2022

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

CIN: L85195AP1984PLC0O04507
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, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTU®UKAT AHAIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoxykT: Keropon® Dkcnpece (keToponak) TabneTku, AUCHEPrHpyEeMbIe B IIONOCTH PTa, 10 mr

Batch No / : V2202652 Batch Quantity / : 36,00,000 tab /
Cepusi Ne Oo0nem cepun 36.00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / : 30.12.2022
AHajguTHYeckHii oTueT Ne Jlara anannia

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
Jara npon3BojcTBa

Toaen go

Analysis performed according ND / Anann3s nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page 6 of 7/ C1p. 6 u3 7

11 | Microbial enumeration tests / MukpoGuoJorudeckasi Y4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / Ob1ee uucio He 6omee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He Gonee 100 KOE/r
YHUCIIO JPOXOKEBBIX 1
TUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHEe B 1 T
I_12 Uniformity of dosage units / 24 Acceptance value (AV) not more than
OaHOpOAHOCTD 15.0 / IpuemoyHoe 3HayeHKe (AV) He
JOJIPODAIIHS 6onee 15,0.
13 Assay / KosinuecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
omnpejejieHne (99.7%) CisH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr g0
1 1,0 MI C15H[3NO3'C4H11NO3
(keToponaka TpoMeTamuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOTO KOJWYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0908 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0908 mr B TabneTke He menee 0,042 mr B TabneTke
Oy TUArUAPOKCHAHU30/1

Remarks: The Product conforms to ND/
[Tpumevanue: [IponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[Moarotosneno: Ramakant [Tposepeno: Pardeep Kumar

—

Bt o

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens

Amit Kumar g

Reprint Date / Reprint Date /
Hara: 30.12.2022 Hata: 30.12.2022

Reprint Date /
Hara: 30.12.2022

Registered Office: 6-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO045C7

www.drreddys.com
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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

CEPTH®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Drenpece (keToponak) TadbneTkH, AUCIeprupyemple B OJIOCTH pTa, 10 Mr

—

Batch No / : V2202652 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001636833 Date of Analysis / 30.12.2022
AnanuTHyecknii oryer Ne Jara anaanza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
Jara npousBoacTBa T'open no

Analysis performed according ND / Auanns nposenen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 7 of 7/ Crp. Tn3 7

15 | Package/YnakoBka 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. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnetox B
information leaflet in a carton | OGmmcrepe u3 (TTIA/AJU/TID c
pack. / Tlo 10 Tabnerox B | Braromornoturenem/II3BII) donsru /!
6mucrepe m3  (TJA/AJUIID ¢ | (IID/AJT) dombru. Ilo 1 win 2 6ircTepa ¢
piaronoriaotutenaem/I[I3BIT) HHCTPYKLYEH MO MPUMEHEHHWIO B TAauKy
doneru // (TI5/AJ]) donsru. ITo | xapTOHHYIO.

2 6nUcTepa ¢ MHCTPYKLMeH 1o
NpUMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBKka According to ND / B cootBeTcTBUH ¢ HJI
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boile 25 °C.
XpaHeHue
18 | Shelf life / Cpok rogHocTu 2 years / 2 roza

* 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 BBINyCKe JIEKAPCTBEHHOI'0 MPENapaTa KOHTPOJIb KA4eCTBA M0 MOKA3aTei0
«MHKpOGHOJOrHYECKAs] YHCTOTA» NPOBOAUTCS A5 Kaxaoii 20-0il cepHu, HilH /15 OXHON CepuH B o,
B 32aBHCHMOCTH OT TOr'0, MTO HACTYINHT PaHbIIIe.

Remarks: The Product conforms to ND/
Tpumeuanue: [Ipoaykr cooTBeTcTBYET Tpedosanuam HJL

Conclusion: APPROVED /
Zaxnwouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

[ e

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurenb

Amit Kumar IN S Aee

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

\-""fr
Reprint Date /
Hara: 30.12.2022

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: L85195AP1984PLC004507

www.drreddys.com




