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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUPUKAT AHAJIN3A  pistt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel:+91 98166 56001-02
MpoaykT: Keropon® Dkcrpece (keTopoJiak) TabnerTku, AUCTIEPrupyeMbIE B M{W.‘{sid{ﬁ@&i‘z\(f 6
Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O06Bbem cepHH
Analytical Report No / : 890001574523 Date of Analysis / : 21.02.2022
AnanuTHdecKkuii oryeT Ne Jlara anajmsa
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npou3BOACTBA T'onen no
Analysis performed according ND / Ananu3s nposenen no HJL: JII1-004929-011119

Pagel1of 6/Cip. 1 m36

tablets with "|" debossed on one
side. / Kpyranle, Iiockue
tabaeTky ¢ Gackol, CBETIO0-
MENTOrO L1BETa C IPaBHPOBKOM
«l» Ha OJTHO}1 CTOpOHE.

NN:’ Test / Iloxa3zaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyrnsie, nnockue Tabnetku ¢ $ackon,
CBETJIO-XENTOro LBeTa C rPaBUPOBKOMH
«l» Ha OHOM CTOpOHE.

2 Identification / IloaiuHHOCTL

Ketorolac / Kemoponak

a) ByuUv/
V®-cnektpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-CieKkTpsl
MOIJIOLLEHHs HCIBITYEMOro pacTBopa U
pacTBOpa  CTaHJapTHoro  obpasua
KeTopojiaka TpPOMETaMHHa  JOJDKHBI
MUMeTh MAKCUMYMBI TIPH OJHOH U TOM JKe
JUIHHE BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoaykT cooreTcTByeT Tpebosarusm HJT

Conclusion : APPROVED /
3akaoyenne: OJIOBPEHO

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

IToaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep / PyKoBoauTeb

Ankit C Q. Ramakant Pavan Kumar Sharma . |, ~.
e ',.l:';/—/

Print Date / Print Date / Print Date /

Jara: 21.02.2022 Hara: 21.02.2022 Jara: 21.02.2022

Registerad Nffire R-2-337, Rnad Nin 3, Ranjara Hills, Hyderahar - 500034, Telaneana. 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,

CEPTUOPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Te

[ +91 28166 56001-02

Ipoayxr: Keropon" Dkcnpecc (keToposiak) TabNeTku, IMCneprupyembie B WSS TRATNS £ ur

Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun

Analytical Report No / : 890001574523 Date of Analysis / : 21.02.2022
AnanuTHuyeckuii oTyer Ne Jara anaauza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa Npou3BOACTBA Tonen no

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

Page 2 of 6 / Ctp. 243 6

No

N Test / [MoxaszaTesanb

Results / PesyabTaThi

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 yIepXHBaHHA
OCHOBHOTO MNHKa HA XpOMarorpamme

UCIILITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATE BPEMEHH
yIOep)KUBaHHs OCHOBHOTO [MHKa Ha
XpoMmaTorpamMme pacTBOpa
CTaHmapTHoro obpasua KeTopoiaka
TpoMeTaMHHa (pa3zmen

«KonuyecTBeHHOE orlpeneneune»).

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykt coorsercTByer Tpebosanuam HJI

T Conclusion : APPROVED /

Zaknwyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroToBneHo: - Ilposepeno: Onobpeno: Menemxep / Pykoroantens
Ankit ( K p Ramakant Pavan Kumar Sharma<[+- "~ —
Print Date / Print Date / Print Date / i

Jara: 21.02.2022

Jara: 21.02.2022

JHara: 21.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,

CEPTHUOUKAT AHAJIM3A gyt solan, H.P, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
IpoaykT: Ketopon™ Dkcnpecc (keToponak) TabeTkH, AMCNEPrupyemble B WO EHR US4 r
Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepun
Analytical Report No / : 890001574523 Date of Analysis / : 21.02.2022
AnaanTHyecknii oTuet No JaTa anaansza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Hara npou3BojcTBa T'oagen no
Analysis performed according ND / Ananns nposegen mo HJI: JI[1-004929-011119

Page3 of 6/ C1p. 3 m3 6

No

Test / [MokazaTelb
Ne

Results / Pe3yabTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
IMoanuHHOCTH

ﬁyTHJlFHIIPOKCHaHHSOJI

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). / Bpemena ynepXKHBaHHs
MAKOB  2-OyTMITMIPOKCHAHU30MA M
3-6y THAFHAPOKCHAHM30J1a Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATbH
BpeMeHaM yJepXHBaHUs MHKOB
2-0yTHATUAPOKCHAHHU301A u
3-6yTHATHAPOKCHAHM301a Ha
XpoMmaTorpamme pacTBopa
CTaHIapTHOro obpazna
GyTIIrAPOKCHAHU30Ma (paznen
«Copepxanue
GYTUNTHAPOKCHAHH30TIAR).

Average weight / Cpegnsia
Macca

69.4 mg / 69.4 mr

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

Uniformity of weight /
OaHOpPOAHOCTH MACCHI

Complies / CooTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gonee + 10 %
2/20 tabnerok — He 6onee + 20 %

Remarks : The Product conforms to ND/
[Tpumeuanue: [Tpoaykr cooreercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3aknrouenne: OJNOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroropneHo: ITposepeHo: . & Onobpeno: Menemxep / PyxoBomurens
Ankit & Ramakant %V Pavan Kumar Sharma j,~——*
Print Date / Print Date / Print Date /

Jara: 21.02.2022 Jara: 21.02.2022 Hata: 21.02.2022

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

CEPTUO®UKAT AHAJIM3A  pistt. Solan, H.P,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg TeT+ +91 98166 56001-02
IMpoayxt: Keropon™ Dxenpecc (keToponak) TabJeTku, AUCNEprupyembie B W&'ﬁ'&gﬁfﬁq&f"f‘bmmr
Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepuu
Analytical Report No / : 890001574523 Date of Analysis / + 21.02.2022
Apanurnyeckuii oryer N JlaTa aHAIM32A
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npousBoACTBA Tomen xo
Analysis performed according ND / Anauus nposenen mo HJI: JII1-004929-011119

Page 40f 6/ Crp. 4136

i‘? Test / [TokazaTeanb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 21 sec / 00 muH 21cek Not more than 3 min / He 6onee 3 MuH
Pacnapnaemocets
6 Dissolution / PacTeopenne Unit-1/ Tabn-1 99% Not less than 75% (Q) of
p C15H13NO3°C4H | 1NO3 (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He meHee
Unit-3 / Tabn-3 101% 75% (Q)  CisHisNO3*C4H;1NOs
. (keTopoyidka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 99% 15 Mum
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JuenepcHocTh 710 um sieve is formed. / O6pasyetcs
OIHOPOZHAs CYCHEH3MA, NpoXoisuas
CKBO3b CUTO C pa3MepoM OTBEpPCTHH
710 MKM.
8 Related impurities / PoacTBennbie npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuasanor
KeTopoJyaka
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-KeToaHalor KeToponaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eJMHHYHAS 0.03%
HEeUIEeHTHHLHPOBaHHAS
NpUMEChH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [Ipoaykt cooreTcTBYeT TpeboBankam HII 3axaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarotosneHo: ~ TlpoBepeHo: | \Y Ono6peno: Menemiep / PykopoauTens
Ankit ( ,’A ¥ Ramakant Pavan Kumar Sharma < Jw~""">
'y KJ\/ L
Print Date / Print Date / Print Date /
Hara: 21.02.2022 Hara: 21.02.2022 Hara: 21.02.2022

Negistered Office: 8

O L

2 337, Road Mo. 3, Banjara Hillg, Hyderabad - 500024, 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,

CEPTUDPUKAT AHAJIMU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel : +91 98166 56001-02
Ipoaykt: Keropon™ Dkenpecc (ketoponak) TabneTky, AUCTIEPrUpyEMbIC B WM&FWB‘H{S £0Mr
Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun

Analytical Report No / : 890001574523 Date of Analysis / : 21.02.2022
AxanuTHyeckui oryer Ne JlaTa ananu3a

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jara npon3BoAcTBa T'oxzen no

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

Jara: 21.02.2022

Jara: 21.02.2022

Page50f 6/ Crp. 5u3 6
NN:’ Test / [okazaTenb Results / Pe3yabTaThi Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Bona 2.2% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouyHble OpraHn4ecKHe pacTBOPUTETH
Isopropyl alcohol / 4pg/Tab Not more than 350 pg/tab /
WzonponaHon He 6onee 350 Mkr B TabneTke
11 Microbial enumeration tests / MuxpoOuonoruyeckas Yucrora
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61uee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOo0OHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61uee Mesee 10 KOE/r He 6onee 100 KOE/r
YMCJIO APONCKEBBIX
IUIECHEBBIX IPUOOB
¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OrcyTcTBYET OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OnHopoAHOCTL 15.0 / IlpuemouHoe 3HaueHue (AV) He
O3UPOBaHHUS 6onee 15,0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: I[TponyxT cooTBeTcTBYeET TpeboBanuam HT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: IIpoeepeHo: N A \}‘ Onobpeno: Menemxep / Pykosoarrens
Ankit ( E Ramakant ¥, @\S&“‘ Pavan Kumar Sharma ;. ——: e
b AV ’_“,,,.;//
Print Date / Print Date / Print Date /

Jata: 21.02.2022

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

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Do
? ® : "
Dr. Reddy S q c‘ CERTIFICATE OF ANALYSIs Formulation Unit-6 ,
° CEPTU®NKAT AHAJIN3A 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
Ipoaykt: Keropon™ Dkenpece (keToponak) TabneTkH, AMCOEPrUpyeMbIe B viseFregdxs. t0rmr
Batch No / : V2200235 Batch Quantity / : 252.000 KG
Cepus Ne O0bem cepuu

Analytical Report No / : 890001574523 Date of Analysis / : 21.02.2022
AHanuTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npou3sBoacTBA Togen o

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-004929-011119

Page 6 of 6 / Crp. 6 13 6

NNS Test / IokazaTens Results / Pe3yabTaThl Specification / Hopma
13 | Assay/ KoauuecTBeHHOE 10.1 mg/ 10.1 mMr From 90mg to 11.0mg of
onpeaejeHne ‘ (100.8 %) Ci5H13NO3°C4H ;1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mMr  CisH;3NO3°C4H | (NO3
(xetoponaxa TpomMeramuH) (ot 90,0 no
110,0 % OT 3a5BJIECHHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0980 mg/tab / Not less than 0.042 mg/tab /
content / Copepixanue 0.0980 Mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THIITHAPOKCHAHU30/13
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 | Ta6nerok B Gnuctepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Ta6nerox B | BmaronornoruteneM/IIOBIT) donbru //
6muctepe w3 (ITA/AJ/IID ¢ | (IT3/AJT) donsru. Ilo 1 mnu 2 6nuctepa
praronornotureneM/I13BI1) C MHCTPYKUHEH IO TNPHMEHCHHIO B
donsbru // (TID/AJT) doneru. ITo | nayky kapTOHHYIO.
2 6nucrepa ¢ HMHCTpYKLMEH N0
NPUMEHEHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapxupoBka According to ND / B cootBerctBuu ¢ H]|
17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Boiwe 25 °C.
Xpaneuue
18 | Shelf life / Cpok ronnocTH 2 years/ 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeyanue: Ilpoaykrt coorseTcTByeT TpebopanusaM HJI 3akmouenne: ONOBPEHO

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

[Noarotosaeno; \ ITpoBepeHo: Ub\ Opno6peno: Menemxep / PyKkosoauTens

Ankit £ 1N Ramakant ‘\LL “&/ Pavan Kumar Sharma ¢ ————"~
i \ 5 /‘J//' =

Print Date / Print Date / Print Date /

Jata: 21.02.2022 Hara: 21.02.2022 Jata: 21.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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