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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

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

CEPTUOPUKAT AHAJIU3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Ipoxyrr: Keropon" Dkcripece (ketoponak) TabneTku, JHCIepripyemsle B nonocty pra, 10 mr

AHannrnyeckni oryer Ne

Batch No / : V2102215 Batch Quantity / 1 252.000 KG
Cepns Ne Ob6bem cepun
Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022

Jdara anannza

Date of Manufacture /
Jara npoussoacrea

: Dec-2021

Date of Expiry /
Tonen mo

: Nov-2023

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

Page1 of 6/ Ctp.1u3 6

VY ®-cnexkrpodoromeTpus

No . .
No Test / [lokazarens Results / PesyabTarsi Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrusle, mnockue Kpyrnsie, miockue tabnetku ¢ ackoit,
TabneTky ¢ packoii, ceeTIIO- CBETJIO-)KENTOro LBETA ¢ IPABHPOBKOI
XKEJITOro LIBETa C MPaBUPOBKOI «» Ha OJIHOH cTOpOHE.
«I» Ha onHOM cTOpOHE.
2 Identification / MoanuunoCTD
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®-cnektpsl
TOMJIOWEHHS HCHBITYEMOr0 pacTBopa
pacTBopa  CTaHAapTHOro  obpasua
KeTopoJlaka TpOMETaMHHA  JOJIMKHBI
HUMETb MaKCUMYMBI [TPH OJHOMN U TOH XKe
JUTUHE BOJIHBI (+ 2 HM),

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[primeuanne: IMpoaykr cooTBeTCTBYET TpeboBanuam HJI

3akawdenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroerneHo: IIpoBepeHo: @ Onobpeno: Menemxep / Pykosoaurens
Ankit 6]&/ Naresh Kumar Pawan Kumar /'/

Print Date / Print Nate / Print Dnta /

Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUPUKAT AHAJIM3A

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

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
ITpoaykr: Ketopon" Dkenpecc (keroponak) TabneTky, AHCHEPTHPYEMBbIE B ON0CTH pra, 10 mr
Batch No / : V2102215 Batch Quantity / : 252.000 KG
Cepust Ne O0bem cepun

Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022
AHajuTHYecKHii oTyeT Ne Jlata ananusza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Harta npoun3eoacrea TI'ogen no

Analysis performed according ND / Auanns nposenen mo HJI: JII1-004929-011119

Page2 of 6/ Crtp. 2 u3 6

No

No Test / [TokasaTesnnb

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC/BDXX

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 ynpepxuBaHus
OGHOBHOTO IWKAa Ha XpomaTorpamme
HCMEITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEeMeHH
YAEpXKHMBAaHHS OCHOBHOIO IIMKAa Ha
XpOMaToTrpaMme pacTBopa
CTaHAAPTHOTO KETOpOoJIaKa
TpOMeTaMHHa (paznen
«KoJIMieCTBEHHOE ONpeeneHIe).

obpasua

Remarks : The Product conforms to ND/
ITpumeuanne: TIposykT cootBercTayeT TpeboBanuam HJI

Conclusion : APPROVED /
3axnmouenne: OJIOGPEHO

Hara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIposepeHo: Onobpeno: Menemep / PykoBonurens
Ankit ﬁ& Naresh Kumar @ Pawan Kumar

[t
Print Date / Print Date / Print Date /

Hara: 12.01.2022

Hara: 12.01.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTHO®HKAT AHAJIN3A

Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com

Ipoayxr: Ketopon " Okenpece (ketoposak) TabneTky, AUCHEPrHpYEMBIe B ONOCTH pra, 10 Mr
Batch No / : V2102215 Batch Quantity / : 252.000 KG
Cepust Ne Oo0nem cepun

Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022
AHanuTHYecKHii oTyer Ne Jara anannza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npon3Boacrea T'onen xo

Analysis performed according ND / Auaaus nposexen no HJI: JIT1-004929-011119

Page3 of 6 /Crp.3u3 6

No

Test / IlokazaTesnn
No

Results / PeayabTathb

Specification / Hopma

3 Identification
Butylhydroxyanisole /
MoaauunocTe

6yTHJIFHleOKCHaHH30J'l

Complies / CooTBeTCTBYET

2-
3-

The  retention  times of
butylhydroxyanisole and
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 ypmepxuBaHHs
NUKOB  2-OyTHITHAPOKCHAHHM30/Ia M
3-6yTUArMOPOKCHAHHU30IIA Ha
XpoMaTorpamMme UCIIBITYEMOTO
pacTBopa JOKHBI COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHUS MTUKOB
2-6y THATHIPOKCHAHU301a U
3-0yTUNrHIpOKCHAHU301A Ha
XpoMaTtorpamme pacTropa
CTaHAapPTHOTO obpasia
OYTWITHAPOKCHAHW30JIa (paznen
«ConepxaHue
OYTUITUAPOKCHAHH3OAR).

Average weight / Cpeguas
macca

68.3 mg/ 68.3 mr

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

Uniformity of weight /
OnMopogHoCcTL Maccenl

Complies / CootBeTcTByeT

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

Remarks : The Product conforms to ND/
[Ipumeuanue: [poaykt coorsercrayer Tpe6osanmsam HJT

Conclusion : APPROVED /
3axiouenue: OJJOSPEHO

Hara: 12.01.2022

Jara: 12.01.2022

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosseno: IIpoBepeno: v OnobpeHo: Menemkep / Pykosoaurens
Ankit &/_ Naresh Kumar & Pawan Kumar 4/

Print Date / Print Date / Print Date / )

Jlata: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, 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,

CERIIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTHONKAT AHAJZA " 51 08166 56001-02 -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoayxr: Keropon" Dkenpece (keToposiak) TabneTky, aucnepripyemsie B nonoct pra, 10 mr
Batch No / : V2102215 Batch Quantity / : 252.000 KG
Cepnst Ne Oombem cepiin
Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022
AHamuTHYECKHH oTYeT Ne Hara anannza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JdaTta npoussogcTea T'ogen mo
Analysis performed according ND / Auanuz nposexen mo HJI: JI[1-004929-011119

Page4 of 6/ Crp. 4 u3 6

ioo Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 29 sec / 00 muu 29 cex Not more than 3 min / He 6osiee 3 mun
Pacmagaemoctnb
6 Dissolution / PacTeopenue Unit-1/ Ta6n-1 105% Not less than 75% (Q) of
. C15H13NO3+CsH 1 NOs (ketorolac
Unit-2 / Tabn-2 107% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75%  (Q)  CisH;sNO3C4H | 1NO3
. (xeToponaka  TpOMeTaMHH)  uepes
Unit-4 / Tabn-4 105% 15 MuE
Unit-5 / Tabx-5 104%
Unit-6 / Ta6n-6 106%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocts 710 pm sieve is formed. / O6pazyercsa
OJHOPOJAHAs CYCHEH3Ms, NPOXOIsIas
CKBO3b CHTO C DPa3sMEpOM OTBEpPCTHii
710 MKM.
8 Related impurities / PoacTBennbie npumecu
ketorolac 1-hydroxy analog / Below Limit of Detection (LOD Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHanor :0.0010%)
KeToponaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanoOr KeToposaka
Any unidentified impurity / i Not more than 0.5 % / He 6onee 0,5 %
e IMHUYHAA LG
HEUJCHTUULHPOBAHHAS
NIPUMEChH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanue: [IpoaykT cooteTcTBYET TpeboBaHusm HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IlpoBepeHo: @ Onobpeno: Menemxep / PykoBonurens
Ankit @ Naresh Kumar - Pawan Kumar 47"
Print Date / Print Date / Print Date / '
Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUPUKAT AHAJIM3A

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

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 1_ng www.drreddys.com
Hpoayxr: Ketopos™ Dkenpecc (ketoponak) TabneTku, AUCeprupyemble B MoJ0cTH pra, 10 mr
Batch No / 1 V2102215 Batch Quantity / 1 252.000 KG
Cepus Ne O0nem cepun

Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022
AnajaTuveckuii oruer Ne Jara ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npousBoacTea T'ogen no

Analysis performed according ND / Anasns nposenen mo HJI: JIT1-004929-011119

Page50of6/Ctp.5u3 6

No

No Test / Iloxaszarenn Results / Pe3yabTaTnl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Bona 2.0% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaToyHble Oprannyeckue pacTBOpHTE N
Isopropyl alcohol / 2 pg/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 Mkr B TabneTtke
11 Microbial enumeration tests / Mukpo6Honornueckast Y4HcToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O611iee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Memnee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APONOKEBBIX U
IUIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OrtcyreTByeT OrcytcTBHE B 1 T
12 Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OpnopoaHocTh 15.0 / IlpremouHoe 3HaYeHune (AV) He
NO3HPOBaAHUSA 6oiee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: IIporepeno: @ Onobpeno: Menemxkep / PykoBonutess
Ankit / \ Naresh Kumar Pawan Kumar '

- i | 2—
Print Dale / Print Date / Print Date /
Hara: 12.01.2022 Jara: 12.01.2022 Jara: 12.01.2022

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: L85195AP1984PLCO04507

www. drreddys.com



Dr. Reddy's Laboratories Ltd.

@o
L/ 9 Formulation Unit-6
Dr‘ Reddy S ‘-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
e , Distt. Solan, H.P.,, 173 205, INDIA
CEPTHDOHMEKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg www.drreddys.com
Hpoayxr: Ketopon™ Dxenpece (ketoponak) TabneTku, aucrepri pyemble B nonoctu pra, 10 mr
Batch No / : V2102215 Batch Quantity / : 252.000 KG
Cepus Ne Obrnem cepun

Analytical Report No / : 890001565056 Date of Analysis / : 12.01.2022
AHanuTudeckuii oruer Ne Hara ananmmza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jara npousBoacraa Topen go

Analysis performed according ND / Ananus nposenen mo HII: JIT1-004929-011119

Page 6 of 6 / Ctp. 6 u3 6

i.oo Test / IToka3zaTenn Results / Pe3yanTaThl Specification / Hopma
13 Assay / KosiuuecTeenHoe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeneneHue (98.9 %) Ci5H;3NO3+C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 1 1,0 Mr C15H13NO3°C4H11NO3
(ketoponaka Tpometamun) (ot 90,0 go
110,0 % oT 3asBNEHHOTO KOJIMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0869 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0869 mr B TabneTke He menee 0,042 mr B TabneTke
6yTHIrHApOKCHAH U301
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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 6muctepe u3 (IIA/AJV/IID ¢
pack. / Tlo 10 rabnetok B | Braromornotutenem/II3BIT) ¢ossru /
bincrepe w3 (MA/AJVIID ¢ | (IID/AJD) donsry. [To 1 wim 2 6iucrepa
Biaronornorurenem/I15BIT) C MHCTPpYKUMEH II0 NPUMEHCHHIO B
Goneru // (II3/AJT) donsru. [lo | mauky KapTOHHYIO.
2 6amcTepa ¢ MHCTPYKUMEH 0
IIPUMEHEHHIO B nayKky
KapTOHHYIO.
16 | Labeling / Mapkupogka According to ND / B cootsetcTaun ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu Temrepatype He Bbime 25 °C.
XpaHeHue
18 Shelf life / Cpok rognoctu 2 years / 2 ropga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanwe: [ponykr coorsercTryer TpeGopannsam HIT 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MonroroeneHo: ITposepeno: Onobpeno: Menemxep / Pykosoautens
Ankit & Naresh Kumar Pawan Kumar %}/

Print Date / Print Date / Print Date / '

Hara: 12.01.2022 Hara: 12.01.2022 Hara: 12.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: ~91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



