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Dr.Red dY’S ‘_—0. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

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

@®

| IMIpoaykr: Keropon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _
Dkcnpece (keToponak) TabneTk, aucneprupyemble B nondEiHrEdysHoM

Tel: +91 98166 56001-02

Batch No / : V2101703 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001551923 Date of Analysis / : 23.10.2021
AHanuTndeckui oryer Ne Jlara anasu3sa

Date of Manufacture / : Oct-2021 Date of Expiry / 1 Sep-2023
JlaTa npon3BoacTBa T'ogen oo

Analysis performed according ND / Ananu3 nposeaen no H/I: JII1-004929-011119

Page1 of 6/ Crp. 1 n3 6

No " .
No Test / [lokasaTeab Results / Pe3yabTaTsl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "[" debossed on one side. /
side. / Kpyrasie, nnockue Kpyrible, minockue TabneTku ¢ packoi,
TabneTku ¢ $packoi, CBeTIO- CBETJIO-KENTOro ILBETA C IPaBUPOBKO
XEJTOro L[BEeTa C TPaBUPOBKOI «l» Ha 0HO# CTOpOHE.
«l» Ha oIHOH’ CTOpOHE.
2 Identification / ITopnHHOCTD
Ketorolac / Kemoponax
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®-cnekrpbl
MOTJIOLEHUS UCTIBITYEMOTO PacTBOpa U
pacTBOpa  cTaHmapTHoOro  oOpasua
KETOPOJNaKa TPOMETAMUHA  JOJDKHBI
MMETh MaKCUMYMBI IIPH OIHOU U TOM e
JUTMHE BOJIHEI (£ 2 HM).

Y@-cnexkrpodoromeTpus

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanusm HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosrieHo: P IpogepeHo: Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar QL’ Anil Kumar M Amit Kumar [\ }

- il Tafe3 N
Print Date / Print Date / Print Date /
Hata: 23.10.2021 Hara: 23.10.2021 Jara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[Mpoayrt: Keropon" Dkenpece (keToponak) Tabierku, aucne

prupyemble B NOJOCTH PTa,

Tet—+8138166 56001—03—7
www.drreddys.com

mr

Batch No / : V2101703 Batch Quantity / : 252.000 KG
Cepus Ne Ob6bem cepun

Analytical Report No / : 890001551923 Date of Analysis / : 23.10.2021
AHaIMTHYECKHH oTYeT Ne Jata anannza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npoussoacTBa TI'ogen no

Analysis performed according ND / Auanus nposegen mo HJI: JIT1-004929-011119

Page2 of 6/ Crp. 2 u3 6

No

Test / [TokasaTenn
No

Results / Pe3yabTarsi

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 IHKAa HAa XpOMaTorpaMMe
KCTIBITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yIOEPXKHBAaHUS OCHOBHOTO TIMKA Ha
XpoMmaTorpaMmme pacTBopa
CTaHOApPTHOTO KeTopoJiaka
TpoMeTaMHuHa (pa3men
«KonuyecTBeHHOE ONpeliesIeHue).

obpazua

Remarks : The Product conforms to ND/
[pumeyanue: Ilpoaykr cooTBercTBYeT TpebGopanuam HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
ITonrororneHo:
Pardeep Kumar

=

Checked by /
ITpogepeno:
Anil Kumar

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

Amit Kumar Ne—
P

Print Date /
Jara: 23.10.2021

ay
Print Date /

Jlarta: 23.10.2021

L}

Print Date /
Jara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
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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CEPTUOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \;\7\;/;3;:61(’: C:’oon:w—u‘ o
ITpoayxT: Keropon" Dkcnpece (keToponak) TabJeTky, AMCNEprupyemble B M0JOCTH PTa, cHyMr

Batch No / : V2101703 Batch Quantity / : 252.000 KG

Cepust No Oobnem cepnn

Analytical Report No / : 890001551923 Date of Analysis / : 23.10.2021
Anagnrayeckdii orger Ne JlaTa aHaIH3a

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

JaTta npon3BoacTBa I'onen no

Analysis performed according ND / Ananns nposenen no HJI: JII1-004929-011119

Page30of 6/ Ctp.3u3 6

No

No Specification / Hopma

Test / [TokazaTesnnb Results / PesyabTaThl

of 2-

and 3-

The  retention  times
butylhydroxyanisole
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 yIepXuBaHHA
MUKOB  2-OyTHITHAPOKCHAaHM30TIa H
3-6yTWITHIPOKCHAHU30.Ia Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa JAODKHBL COOTBETCTBOBAaTh
BpeMeHaM yIep>XXUBaHHSA MUKOB
2-6yTHArHAPOKCHAHK301A 7}
3-6yTHIrHOPOKCHAHU30IA Ha
XpoMaTorpamme pacTBopa
CTaHIAPTHOIO obpasna
OYTHATUOPOKCHAHU30JIa (pazmen
«ConepxaHue
OYTHUITHIPOKCHAHU30TIa»).

3 Complies / CooTBETCTBYET

Identification
Butylhydroxyanisole /
IMogniHHHOCTD

Gy THATHAPOKCHAHU30JI

Average weight / Cpeansis
Macca

69.8 mg / 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr g0 72,8 mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OaHOpoaHOCTHL MacChl

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gomee =10 %
2/20 TabaeTok — He Gonee + 20 %

Conclusion : APPROVED /
3axkawuenne: OJJOBPEHO

Remarks : The Product conforms to ND/
ITpumenanue: [Iponykt cooTBeTCTBYET TpeboBaHusM HI

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: ITpoBepeno: Opnobpeno: Menemkep / Pykosoaurens
Pardeep Kumar Qf/ Anil Kumar {_‘_\‘-’! Amit Kumar {;_‘: —_

- ¥ /
Print Date / Print Date / Print Date /
Hara: 23.10.2021 Jlara: 23.10.2021 JHara: 23.10.2021

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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CEPTHOHUKAT AHAJIM3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Hpoaykr: Keropon® Dkenpecc (keToponak) TabneTky, ancneprupyemie B nonAW-grgdgysgem
Batch No / : V2101703 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001551923 Date of Analysis / : 23.10.2021
AxanuTHYecKkni oTyeT Ne Jara amaausa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023

Jara nponsBoacTea TI'ogen no

Analysis performed according ND / Ananns mposeaen mo HJI: JIT1-004929-011119

Page 4 of 6/ C1p. 4 13 6

ri‘: Test / [loka3aTenan Results / PesynbTaThl Specification / Hopma
5 Disintegration time / 00 min 33 sec / 00 MuH 33 cek Not more than 3 min / He 6onee 3 mun
PacnagaemocTtnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6a-1 103 % Not less than 75% (Q) of
R CsHi13NO3C4H [ NOs (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 98 % 75% (Q)  CisHiaNO3*C4H11NOs
. . (keToponaka  TpOMETaMUH)  4Yepe3
Unit-4 / Ta6n-4 103 % 15 Mun
Unit-5 / Tabx-5 99 %
Unit-6 / Tabn-6 103 %
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HducnepcHocTh 710 um sieve is formed. / O6pasyetcs
OJHOPOJHAsA CYCNEH3Us, NpPOXoIsiuas
CKBO3b CHTO C Pa3MEpOM OTBEPCTUH
710 MKM.
8 Related impurities / PoacTBeHHble npumecu

ketorolac 1-hydroxy analog /

1 -TUAPOKCHaHAaIIOr
KETOpOJIaKa

BDL (Disregard Area 952)

ketorolac 1-keto analog/
1-KeToaHanor KeTopoJaka

0.03%

Any unidentified impurity /
eTMHUYHASL
HeUIeHTHQUUMpPOBaHHAS
npUMech

0.04%

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: IlpoaykT coorBeTcTBYET TpeGoBanmsm HJT

Conclusion : APPROVED /
3axmodenune: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: IIporepeno: Opnobpeno: Menemkep / PykoBoauTeib
Pardeep Kumar ‘ Anil Kumar @ Tl Amit Kumar N

— — /
Print Date / Print Date / Print Date /
Jlara: 23.10.2021 Hara: 23.10.2021 Hata: 23.10.2021

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
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®PUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg \L;va;;i;r;;(?: ;oun:w o
Ipoayxt: Ketopon" Dkcnpece (ketoposiak) TabJeTKH, AUCIepripyemble B onocTy pra, 10 mr
Batch No / : V2101703 Batch Quantity / : 252.000 KG
Cepusa Ne Oo0bem cepun
Analytical Report No / : 890001551923 Date of Analysis / : 23.10.2021
ABanuTHyecknii oTyer No JlaTa amasm3a
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa mpou3BOACTBA I'onen no
Analysis performed according ND / Ananu3 nposeaen mo HJI: JITT-004929-011119

PageS5of 6/ Crp. 5u3 6

No

Test / Moka3zaTenanb
Ne

Results / PesynbTaThl

Specification / Hopma

Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 22 % Not more than 7.0% w/w /

He 6omnee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opranuyeckue pacTBOPHTEH

Isopropyl alcohol /
H3onponaHon

1.5 pg/Tab

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

11 Microbial enumeration tests /

Mukpo6uonoruyeckasi Y44CTOTA

a) Total Aerobic Microbial
Count / Obutee uucno
a’poOHBIX MUKPO-
OpraHu3MOB

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

Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O6uee
YHCIIO JPOXIKEBBIX U
TIUTECHEBBIX IPHOOB

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

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

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCyTCTBYET OrcyrctBue B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than

OnHopoaHocTh
IO3UPOBAHHUS

15.0 / IlpuemoyHoe 3HaueHue (AV) He
6onee 15,0.

Remarks : The Product conforms to

IIpumedanue: [IponykT coorBeTcTBYeT TpeboBanusm HJJ

ND/

Conclusion : APPROVED /
3axmouenune: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: IIposepeno: t Onobpeno: Menemkep / PykoBoautess
Pardeep K = ] Anil Kumar [} Amit K -

ardeep Kumar N uma F_f =1 umar W_
Print Date / Print Date / Print Date /

Hata: 23.10.2021

Hata: 23.10.2021

Harta: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
’ ‘O. Formulation Unit-6
Dr. Reddy S §e CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Badd,

CEPTUOUKAT AHAJIU3A Distt. Solan, H.P.,, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropon™ Dkenpecc (keToponak) TabneTku, AUCHCPrUpYEMble B nonBH Prgddysem

Tel : +91 98166 56001-02

Batch No / : V2101703 Batch Quantity / : 252.000 KG
Cepus Ne Obbem cepun

Analytical Report No / : 890001551923 Date of Analysis / 1 23.10.2021
AHanuTHYecKHil oTyeT Ne JlaTa apanuza

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npoH3BOACTBa I'onen no

Analysis performed according ND / Ananaun3s nposenen mo HJI: JI[1-004929-011119

Page 6 of 6/ C1p. 6 M3 6

No

No Test / [lokasaTennb Results / PesynbTaThbl Specification / Hopma
13 Assay / KoinuecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpeaeneHue (99.6 %) C15sH13NO3+*C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 M C15H13NO3’C4H11NO3
(xetoponaka tpomeramus) (ot 90,0 mo
110,0 % oT 3a4BIE€HHOTO KOJIMYECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0966 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xaHue 0.0966 Mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHITMAPOKCHAHH30J1a
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
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 | Tabnerok B 6mucrepe u3 (IIA/AJI/IID ¢
pack. / Ilo 10 Tabnerox B | Brnaromornotutenem/[IOBII) donbru //
onucrepe u3 (IMA/AJV/IID ¢ | (IID/AJD) donsru. [To 1 unu 2 6nuctepa
Braromnornotutenem/[I1DBII) C UHCTpyKnUeH @0 NpPUMEHEHUIO B
donbru // (I13/AJT) ¢onbru. [lo | mauky KapTOHHYIO.
2 Gmuctepa ¢ MHCTpYKUHEH MO
NPHMEHEHHUIO B HayKy
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B coorBetcTeun ¢ HJ{
17 | Storage conditions / Below 25 °C. / Ilpu TemnepaType He Bbilie 25 °C.
XpaHeHnue
18 Shelf life / Cpok roanocTu 2 years / 2 rona
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanuam HJI 3axarouenne: OJIOBPEHO
Prepared by / i Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoeepeHo: Onobpeno: Menemxep / Pykosogurens
Pardeep Kumar <={—— Anil Kumarp—J_ Amit Kumar ﬁ SN
e
Print Date / Print Date / Print Date /
Hara: 23.10.2021 Hara: 23.10.2021 Jara: 23.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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