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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIN3A Distt. Solan, H.P, 173 205, INDIA
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 >6001-02
IMpoayxr: Keropon®™ Dkenpecc (keToponak) TabieTku, AUCIeprupyemble B YA %%V,Sl‘%?ﬂi’r
Batch No / : V2101895 Batch Quantity / : 252.000 KG
|Cepnsi Ne O6Bem cepun
Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
AHaauTHYeCKHH oTYeT No 890001556036 JlaTa anajansa
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
Jara npou3BoOACTBA T'ogen no
Analysis performed according ND / Ananus nposegen mo H/L: JIT1-004929-011119

Page 1 of 6/ Crp. 1 u3 6

1;.2 Test / IlokazaTens Results / PesynbTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsle, miockue Kpyriie, mmockue TabneTku ¢ ackoi,
Tabnerku ¢ ackoi, CBETNO- CBETJIO-XKENTOr0 LBETa ¢ IPaBUPOBKOM
MKEJITOro LBeTa ¢ rPaBUPOBKOI «l» Ha omHOH cTOPOHE.
«l» Ha onHOM CTOPOHE.
2 Identification / [lopuHHOCTB
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). / V®-criekTpbl
MOTNIOIIEHHUs UCITHITYEMOr0 PacTBOpa U
pacTBopa  cTaHAapTHOTO  obpasua
KEeTopoNiaka TPOMETaMHHA  JIOJIXKHBI
UMETh MAaKCUMYMBI TIPU OHON U TOM XKe
IJIUHE BOJHBI (& 2 HM).

V®-cnexkTpodoToMeTpus

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBanusm HJI

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

[MoarorosneHo: IIposepeno: Ono6peno: Menemxep / Pykosoaurens

Ankit /x| Himesh Wjﬂv&n Kumar Sharma 4///
= ) =

Print Date / Print Date / Print Date /

Hata: 24.11.2021 Jarta: 24.11.2021 Jara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 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



CERTIFICATE OF ANALYSIS

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

[ 10
Dr.Reddy’s Q;p

CEPTUOUKAT AHAJIM3A

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
Mpoaykr: Ketopon® Dkcrmpece (keToposiak) TabieTkH, AMcneprupyemMslie B nenwesareddysl Goar
Batch No / : V2101895 Batch Quantity / 1 252.000 KG
Cepus Ne Oo6bem cepuu

Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
AnanurHuyecknii oTuer Ne 890001556036 Jarta anaaumsa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npou3BoacTBa T'open no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-004929-011119

Page2 of 6/ C1p. 2 u3 6

No

Ne Test / [TokazaTenb

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/BD2XX

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 yIep)KnBaHus
OCHOBHOTO IHKa Ha XpoOMaTorpaMme
WCHBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpPEMEHU
YAEpXKHWBaHHI OCHOBHOFO IMKa Ha
XpoMartorpamme pacTBopa
CTaHIapTHOro ofpasua KeTopoJiaka
TpOMeTaMHHa (pazznen

«KonmuecTBeHHOE onpeﬂeneﬂne»).

Remarks : The Product conforms to ND/

IIpumeuanue: IponykT coorBeTcTBYeT TpebGoBanusm HJL

Conclusion : APPROVED /
3akawuyenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INogrorosneHo: IIpoBepeHo: OnobpeHo: Menemxkep / PykosoauTelib
Ankit frj Himesh KCm%{A_,/-’/::T-‘Pavan Kumar Sharma /| =

,If - o B

L=~
Print Date / Print Date / Print Date /
Jlara: 24.11.2021 Jara: 24.11.2021 Jara: 24.11.2021
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Dr. Reddy's Laboratories Ltd.

’ °® Formuiation Unit-6
Dr.Reddy’s Qs comemor s e,
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Mpoayxr: Keropon" Dkenpecc (keToposnak) TabJeTKH, AUcrieprupyemMbie B n&mdvf@d‘d\ﬂ@mr
Batch No / : V2101895 Batch Quantity / : 252.000 KG
Cepna Ne Oobem cepun

Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
AHauTHYecKHH oTuer Ne 890001556036 JlaTa anaiu3za

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npou3BoacTBa F'open no

Analysis performed according ND / Ananns nposeaen mo HJL: JI[1-004929-011119

Page30f6/Crp.3m3 6

No
Ne
3 Identification Complies / CoOTBETCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanuHHOCTD butylhydroxyanisole peaks on the
OYTHIITHAPOKCUAHU30J 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 yAepXUBaHHs
NUKOB  2-OyTUATUApPOKCHAHUW30A U
3-6y TUITHAPOKCHaHU30I1a Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpEMeHaM YAEpKUBAHUA ITMKOB
2-6yTUNrAApOKCHAHU30]1a u
3-6yTMrHIpOKCUaHU30J1a Ha
XpoMaTtorpamMme pacTBoOpa
CTaHAAPTHOTO obpazua
OYTUNTUIPOKCHAHU30]1a (paznen
«ConepxxaHue
OYTUIITHIPOKCHAHH30Ia»).

4 Average weight / Cpeanss 70.0 mg / 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Test / [lokasaTenb Results / PesynbTaThl Specification / Hopma

Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than + 20 % /
18/20 Ttabnerok — He OGonee + 10 %
2/20 tabnetok — He 6onee + 20 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeganue: [IpoaykTt cooTBeTcTBYET TpeboBanram HJI 3axawgyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive /

Honromsneuo IIpoeepeHo: ___ | Onobpeno: Menemxep / ?yxononm
Ankit / J:':; . Himesh%_\) Pavan Kumar Sharma (| =

b

Print Date / Print Date / Print Date /
Jara: 24.11.2021 Hara: 24.11.2021 Hara: 24.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, !ndia
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Dr. Reddy's Laboratories Ltd.

Do
! °9® F ulation Unit-6
Dr.Reddy’s € CERIIFICATE OF ANALYSIs  [SRoton N0 o,
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg  Tel : +91 98166 56001-02
Mponyxr: Keropon® Dkenpece (keToponak) TabIeTKH, AxclepripyeMble B monoetrpddys domr
Batch No / : V2101895 Batch Quantity / : 252.000 KG
Cepus Ne Oobnbem cepun
Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
Ananutudeckuii oryer N 890001556036 JlaTa aHanu3a
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JdaTta npoun3BoacTBa Togen mo
Analysis performed according ND / Anasus nposeaen mo HJI: JII1-004929-011119
Page4of 6/ Crp. 4 u3 6
1;.‘? Test / IlokazaTenb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
R Ci1sH13NO3+C4H 1 NO;3 (ketorolac
D=2y hEORE 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta61-3 98% 5% (Q  CisHisNO3*CsHiiNO;3
i (keToponaka  TpOMETaMHH)  Yepes
Unit-4 / Ta6n-4 98 % 15 MuH
Unit-5 / Tabx-5 101%
Unit-6 / Ta6n-6 99 %
7 Fineness of Dispersion/ Complies / CooTBEeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / Obpa3yercs
OJHOPOIHAs CYCHEH3Hs, NPOXOAAUIas
CKBO3b CHTO C Pa3sMepOM OTBEPCTHIt
710 MKM. -
8 Related impurities / PoacTBeHHbIe MpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruppokcua”anor '
KeTopoJiaka
0.05
ketorolac 1-keto analog/ Not more than 0.5 % / He 6onee 0,5 %
1-keTOaHanor keétToponaka
Any unidentified impurity / 0085 Not more than 0.5 %/ He 6onee 0,5 %
€IMHUYHAs
HeuneHthUIMpOBaHHAS
TprMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IponykT coorBeTcTBYET TpeboBanuam HJJ 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoI[FOTOBneH}g:-— IIpogepeno: Ono6peHo: Menemxep / i’ﬁyKOBO,?’]’_H_TBJTb
Ankit - KX Himeshé@j_’mzx;&_/_;’: Pavan Kumar Sharma (_),7
i " < —
Print Date / Print Date / Print Date /
Jlara: 24.11.2021 Jara: 24.11.2021 Hara: 24.11.2021
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! °® Formuiation Unit-6

I ) E CATE OF ANALYSIS

r. Reddy s '. CCIE{;II‘FI}(DI/IKAT AHAJIM3A 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
Iponykr: Keropon™ Dxcnpece (keroponak) TabieTkH, AUCEPrupyeMble B moxoetirpadyd.coar
Batch No / : V2101895 Batch Quantity / : 252.000 KG
Cepnsi Ne Oo6Bem cepun
Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
AHanurndeckuii oruer Ne 890001556036 JlaTa agau3a
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
HaTa npou3BoacTBa T'onen xo
Analysis performed according ND / Anann3s nposeges no HJI: JIT1-004929-011119
Page5of 6/Crp.5u3 6
i.:) Test / Iloka3zaTenb Results / Pe3yabTaThbl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecein
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6osee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0praHH4YecKUe PACTBOPUTEH

Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
WzonponaHon He 6oee 350 Mkr B TabneTke

11 | Microbial enumeration tests / Mukpo6uooruyeckasi 44cToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O6miee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpraHu3MOB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / O61nee Menee 10 KOE/r He 6onee 100 KOE/r

YHUCJIO APOXIKEBBIX U
ILICCHEBEIX I‘pI/I60B

c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTBYET OrcyrctBHE B 1 T
12 | Uniformity of dosage units/ 4.6 Acceptance value (AV) not more than
OIHOPOAHOCTD 15.0 / llpuemounoe 3HaueHue (AV) He
A03UPOBAHUSA 6oiee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponyxt cooTBeTCTBYET TpeboBanusm HJ 3akargenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneHo: Ilposepeno: : Onobpeno: Menemxep / Pykosoautens
Ankit s Himesl%&_,/—g’ Pavan Kumar Sharma c’ji g
: e
Print Date / Print Date / Print Date /
Jara: 24.11.2021 Hara: 24,11.2021 Hara: 24.11.2021
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CERTIFICATE OF ANALYSIS

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

CEPTUHOUKAT AHAJIU3A

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tal : +91 98166 56001-02
Ipoayxt: Keropon™ Dxcnpecc (keToposiak) TabneTku, AUCTeprupyemble B IIMYSHAT ?ﬁﬁi /<L OPRRY
Batch No / : V2101895 Batch Quantity / : 252.000 KG
|Cepus Ne Ob6nem cepun

Analytical Report No / : 0400014688021-1 Date of Analysis / : 24.11.2021
Ananurnieckuii orger Ne 890001556036 JlaTa ananusa

Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTta npou3BoacTBa T'oaen no

Analysis performed according ND / Auanus nposenen mo HA: JIT1-004929-011119

Page 6 0of 6 / Ctp. 6 u3 6

1;.00 Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma
13 | Assay/KoaudecTBeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaeieHue (100.7 %) CisH;3NO3*C4H | 1INO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 1 1,0 MI Ci15H13NO3+C4H 1 NO;,
(ketoponaka TpemetamuH) (ot 90,0 f0
110,0 % OT 3asABIEHHOTO KONUYECTBA) B
TabyieTke

14 | Butylhydroxyanisole
content / CoaepxaHue
OyTHArHAPOKCHAHN30J1a

0.0991 mg/tab /
0.0991 mr B TabneTke

Not less than 0,042 mg/tab /
He menee 0,042 mr B TabeTke

15 | Package / YnakoBka

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 Tabnerok B
onucrepe w3z (IIA/AJI/IID ¢
sharonorjaotutenem/II5BIT)
doneru // (I13/AJ1) donsru. IMo
2 6nuctepa ¢ HMHCTPYKLHEH MO
MPUMEHEHUIO B nayKy
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. / Ilo 10
Tabnetok B Gnuctepe w3 (ITA/AJUIID ¢
siaronornorurenem/[13BIT) donsru //
(T13/AJ1) doneru. Mo 1 unu 2 6auctepa
¢ UHCTPYKUMEN N0 NPUMEHEHHIO B
nayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootrBerctsuu ¢ HJJ

17 | Storage conditions /
Xpaneunne

Below 25 °C. / Ilpu temniepaType He Bble 25 °C.

18 | Shelf life / Cpok ronHocTH

2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [poaykT coorBeTcTBYET TpeboBanusam HJT 3akatouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarortorneno: IIporepeno: Ono6peno: Menemkep / Pyko BOAMTEND
Ankit %A’ . Himesh M Pavan Kumar Sharma ~ 11 —

v _/ = /
Print Date / Print Date / Print Date /
Jara: 24.11.2021 Jara: 24.11.2021 Jara: 24.11.2021
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