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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Dlsmtegratmg Tablets 10 —TT éf::;m?c ]
Ipoayxr: Ketopon” Dkenpece (ketoponak) TabiaeTkn, aHenepripyenmble 8 N0JI0CTH p15 f{)nmr

Batch No / 1 V2200233 Batch Quantity / : 252.000 KG

Cepust Ne Oo6bem cepun

Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022
AHanuTH4ecKkHii oryer No Jara ananmza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

Hdara npousBoacTBa T'ogen no

Analysis performed according ND / Ananus nposenen o HJI; JII1-004929-011119

Pagel of 6 /Crp. 1 u3 6

V®-cnektpodoromeTpus

1}00 Test / [TlokazaTenn Results / PezyabTaThi Specification / Hopma
1 Description / Onucauune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyriete, mockue Kpyreie, nnockue Tabierku ¢ dpackoit,
TabNETKHU ¢ packok, creTno- CBETJIO-XKEITOr0 LiBETa C IPaBUPOBKOH
XEJITOrO IIBETA C FPaBUPOBKOH «I» Ha OJIHOH CTOpOHE.
«|» Ha OJIHOIf cTOpOHE.
2 Identification / IloanunHoCTH
Ketorolac / Kemoponax
a) ByUv/ Complies / CootBeTcTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-cnekTpnl
NOTIIOIIEHHS UCHIBLITYEMOrO PacTBOpa
pacTBopa  cTaHOapTHOro  obpasia
KETOpOJlaKa TPOMETAMHUHA  HOJIKHBI
HUMETh MAKCUMYMBI IIPU OAHOMN U TOM ke
IUTHHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/
ITpumeuanue: [ponykr cooTBeTcTBYeT TpeGoBanmsam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Hara: 18.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IHonaroroseHo: IIposepeHo: w Onobpeno: Menemkep / Pyxosomutens
Naresh Kumar @i Santosh Kumar.- Manoj Kumar Lé

i h) ‘_’L’E,.-r-"'
Print Date / Print Date / Print Date /

MHara: 18.02.2022

Mara: 18.02.2022

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: L85195AP1984PLCC0O4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

CERTIFICATE OF ANALYSIS il Khol, Nalagarh Road, Baddi,

CEPTUPHUKAT AHAJIU3A

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

poayrr: Keropon" Dke

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

e T FII 98166 5600102

ww.drrecidvs,icme

MPece (KeToponak) TabieTkH, AnCTepriupyemsie B NOJIOCTH PTa,

Batch No / 1 V2200233 Batch Quantity / : 252.000 KG
Cepus Ne Oo0nem cepun

Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022
AHaJHTHYECKHH 0TYeT Ne Jara anannza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npousBoacTea I'ogen oo

Analysis performed according ND / Ananus nposexen no HJI: JITT-004929-011119

Page2 of 6/ C1p. 2 n3 6
1;.:) Test / Moka3aTens Results / PesyabTaThl Specification / Hopma
b) By HPLC/B3XX Complies / CooTseTcTBYET 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 ynepXHBaHH:
OCHOBHOTO MNHMKa Ha XpOMAarorpamme
HCIBITYEMOTO  pacTBOpa  JOIDKHO

COOTBETCTBOBATH BpPEMEHN
YIOEPKUBAHUSI OCHOBHOTO TMKA Ha
XpoMaTorpamMmme pacTBopa
CTAaHAApTHOro o6pa3lia KeTopoJiaka
TPOMETaMHHA (paznen

«KonuuecTBeHHOE OnpenesieHue»).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: TIponykr cootseTcTByer TpeGopanusam HJT 3akmoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: IIposepeHo: y OpnobpeHo: MeHeﬂ,a\ep / PykoBoaurens
Naresh Kumar @ Santosh Kumar = Manoj Kumar

Print Date / Print Date / Print Date /

Hara: 18.02.2022 Hara: 18.02.2022 Hara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHO®HKAT AHAJI3A

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

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg "o THRIEFOGSE0CIFY

Hpoaykr: Keropon" Dkenpece (ketoponak) Tablierii. JIMCTIEprupyemMbie B nunndfﬁf‘]gﬁ Fir
Batch No / : V2200233 Batch Quantity / 1 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022
AHa/IMTHYECKHH oTyeT No JlaTta ananuza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Hata npon3ssoacTea T'oxen oo

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

Page3 of 6/ C1p.3 m3 6

rNo

Ne Test / Iloka3zaTenn

Results / PezyantaTnl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMopauuHOCTL

OyTHITHAPOKCHAHM30.

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 solution
("Butylhydroxyanisole content"
section). / BpemeHa yHepKuBaHUS
NHMKOB  2-OyTWIrMApPOKCHAHM30Ja U
3-0yTHATHAPOKCHAHU30NA Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBopa JOMXKHBI COOTBETCTBOBAThb
BpeMeHaM yIAep)KUBaHHSA [IHKOB
2-0y TUWITHOPOKCHAHU30JIA u
3-0yTUArMOpOKCHAHH30/1a Ha
Xpomarorpamme pacTBopa
CTaHAAPTHOTO obpasia
OyTHITHAPOKCHAHKU30MA (paznen
«Conepxanue
OyTHITHAPOKCHAHU3OMAY).

Average weight / Cpegnsis
macca

68.8 mg / 68.8 mMr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
O167,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OnnoponHocTs Macesl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He 6ojee + 10 %
2/20 TabneTok — He Goinee + 20 %

Remarks : The Product conforms to ND/
[pumenane: [Iponykr coorBercTByet TpeGoBanmsam HJI

Conclusion : APPROVED /
3akaouenne: OJIOGPEHO

| Jara: 18.02.2022

Hata: 18.02,2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ipoeepeno: Omo6peHo: Menemxkep / Pykpsomurens
Naresh Kumar Santosh Kumar Manoj Kumar % Eﬂ

L
Print Date / Print Date / Print Date /

Jara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHUKAT AHAJTM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ' J’;% :‘ét’: 2PHDuL
Jkenpece (KeToponak) Tabnetku, Acneprupyembie B HONOCT pra, 10 Mr

®

Hpoayxr: Keropon

—

Batch No / : V2200233 Batch Quantity / : 252.000 KG
Cepusi Ne O6vem cepun
Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022

AHanuTHYeCKHH oTYeT No

Jara ananuza

Date of Manufacture /
Jata npoussoacrea

: Jan-2022

Tomen no

Date of Expiry /

: Dec-2023

Analysis performed according ND / Auaius nposegen no H/: JITT-004929-011119

Page40of 6/ Crp. 413 6

ioo Test / [lokasaTens Results / Pe3syabTaThl Specification / Hopma
5 Disintegration time / 00 min 20 sec / 00 mun 20cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocrn
6 Dissolution / Pacrsopenne Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. Ci1sH;3NO3°C4H [ 1 NO; (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 102% 5%  (Q  CisHisNO3»C4H; NO3
] . (ketoponmaka  TpoMmMeTaMHH)  4epe3s
Unit-4 / Tabn-4 102% G
Unit-5 / Tabn-5 99%
Unit-6 / Ta61-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JAucnepcHocrs 710 pum sieve is formed. / O6pasyercs
OJIHOPOJHAsA CYCMNEH3HsI, MpPOXOAsLiast
CKBO3b CHMTO C pa3MepoM OTBEPCTHii
710 MKM.
8 Related impurities / Poacreennsle npumecn
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-runpokcuaHanor
KeTopoJjiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHanor KeTopoJaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHASL 0.03%
HOHMCHTUAUTIMDNRAHHAS
MPUMECH
.

Remarks : The Product conforms to ND/
[MTpumeyanme: [poaykr cootserctayer TpeGosanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Hara; 18.02.2022

Hata: 18.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: IIporepewno: / Onobpeno: Menemxkep / PygosoanTes
Naresh Kumar @ Santosh Kumar Manoj Kumar T 2!! u z

Print Date / Print Date / Print Date /

Hara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: -+91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS  vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJTU3A Distt. Solan, H.P,, 173 205, INDIA

el —+91 98366 5600-02——

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
poaykr: Keropon” Drenpecc (KeTOpoJIaK) TadNETKH, AHCTIEPTHPYEMbIC B NOJIOCTH pra, 10 Mr
Batch No / : V2200233 Batch Quantity / : 252.000 KG
Cepus No Ob6bem cepun

Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022
AHajJIHTHYECKHIT 0TUeT No Hara anaamza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara npousBoacTea T'onen go

|Analysis performed according ND / Ananus nposeaen mo HI: JIT1-004929-011119

Page S of 6 / C1p. Sm3 6

(1;.‘? Test / [lokasaTens Results / Pe3yabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Bona 2.0% Not more than 7.0% w/w /

He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble opranndeckue pacTBOpUTENH

Isopropyl alcohol /
H3onponanon

5 ng/Tab

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

11 Microbial enumeration tests /

MHKpOﬁHOJ’lOI‘H‘lGCKaﬂ 4HHUCTOTaA

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Oburee uncno Memnee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpraHU3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61wee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO JPOMOKEBBIX U

TUIECHEBBIX IPHOOB

c) Escherichia Coli Absent / Shell be absent in 1 gram /

OtcyrcTBYET OrcyrctBHE B 1 T
12 Uniformity of dosage units / 5.9 Acceptance value (AV) not more than
OanopoaHocTs 15.0 / IpuemodHoe 3HayeHne (AV) He
A03UPOBaAHUSI 6ouee 15,0.

Remarks : The Product conforms to ND/
IIpumeuanne: Iponykr coorsercryet Tpe6opanusm HJT

Conclusion : APPROVED /
3akawuenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: ‘ IIposepeHo: | Onobpeno: Menemxep / Pygosoaurens
Naresh Kumar @ Santosh Kumar Manoj Kumar Q Wd

{ s T
Print Date / Print Date / Print Date /
Hara: 18.02.2022 Hara: 18.02.2022 Hara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJII3A

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

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ¢ * +- 1 20160 560010

o Wy, . . www.drreddys.com
Ipoaykr: Ketopon™ kenpece (ketoponak) Tabnetky, IWCTIEPTHPYEMBIE B TTOJOCTH praﬁ(ﬁ Mr
Batch No / : V2200233 Batch Quantity / : 252.000 KG
Cepua Ne O6nem cepun
Analytical Report No / : 890001573955 Date of Analysis / : 18.02.2022
AnasuTndeckuii oryer Ne JlaTa anannza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara nponzsoacrea Toaen go
Analysis performed according ND / Ananus nposenen nmo HJI: JII1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

i.oo Test / IMoxaszaTen Results / PesyabraThl Specification / Hopma
13 | Assay/KoauuecTBeHnHoe 10.2 mg/10.2 Mr From 90mg to 11.0mg of
onpegeneHne (102.4 %) CisHisNO3+C4H [ 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
mo  11,0mr  CisHisNO3*C4H; NO;
(xeToponaka tpometamun) (oT 90,0 no
110,0 % ot 3a1BN€HHOTO KOMMYECTRA) B
TabneTke

14 | Butylhydroxyanisole
content /
Oy THATHAPOKCHAHK301a

Cogepxanne

0.0961 mg/tab /
0.0961 mr B Tabnetke

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabneTtke

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 Ttabnetox B
bnucrepe uz (MTA/AJVIID ¢
BraronornoTutenem/[13BIT)
¢onbru // (II3/AJT) donsru. o
2 6nucTepa ¢ MHCTPYKIHMEH 1O
NpUMEHEHHIO B naykKy
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 6iuctepe u3 (TIA/AJI/TID ¢
Braronornotutenem/[19BIT) doabru //
(II3/AJT) dompru. To 1 unu 2 Gnuctepa
C HMHECTPYKIMEH MO NpPUMEHEHHIO B
24Ky KapTOHHYIO.

16 | Labeling / Mapkuposka

According to ND / B cootsetctBuu ¢ HJ

17 | Storage conditions /
XpaHenue

Below 25 °C. / Ilpu temneparype He Boiure 25 °C.

18 Shelf life / Cpok roanoctn

2 years/ 2 roga

Remarks : The Product conforms to ND/
Upumeuanwue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenune: OJJOGPEHO

Jlara: 18.02.2022

Jata- 18 012 2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: ITposepeno: @ Ono6peno: Menemxkep / Pykosonurens
Naresh Kumar @i Santosh Kumar Manoj Kumar &’2;&@('

Print Date / Print Date / Print Date /

Jara: 18.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507

www drreddys.com



