Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcenpece (keToponak) TabieTku, qucneprupyemsle B onocTy pra, 10 mr

Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepus Ne Oo6beM cepun

Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021
AHaJIHTHYECKHH oTyeT No JlaTa anaamnza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTa npou3BoAcTBA T'open no

Analysis performed according ND / Ananns nposeaen nmo HJI: JII1-004929-011119

Page 1 of 6/ Crp. 13 6

No

Test / [Toxa3aTenan
Ne

Results / PesyabTaThl

- Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrnble, miockue
TabneTkH ¢ Gackoi, CBETIO-
XEJITOTO LIBETA C TPAaBUPOBKOI
«I» Ha OfHOI CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnele, miockue TabiaeTky ¢ $packoii,
CBETJIO-XKENTOr0 LIBETA C IPaBUPOBKOM
«» Ha OJTHOI CTOPOHE.

2 Identification / ogauHHOCTE

Ketorolac / Kemoponax

a) Byuv/

V@-cniektpodoTomMeTpus

Complies / CooTBeTcTByeT

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-cniekTpsl
HOIJIOLIEHNS HCTIBITYEMOIO PacTBOpa U
pacteopa  craHfapTHoro  obpasua
KETOpoJiaka TpOMEeTaMHHa AOJDKHBI
MMEeTb MaKCUMYMBI [IpDH OJHOH U TOM xe
IUTMHE BOJIHEI (£ 2 HM).

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJL

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ' IIposepeno: — Onobpeno: Menemkep|/ PykqBoanTesib
Pardeep Kumarc:ﬁL_ Santosh Kumar Maurya Abhishek Chauhan ‘j

Print Date / Print Date / Print Date /

Mara: 14.10.2021 Jlata: 14.10.2021 Jara; 14.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

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

IIpoaykr: Ketopon® Oxcnpecc (keToponak) TabieTky, JUCTIEPrHPyeMBIE B TIOJIOCTH pTa, 10 Mr
Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepus Ne O61beM cepuu

Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021
AHanHTHYecKH#H oTYeT Ne Jata ananuza

Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTa npou3BoJacTBa TI'onen no

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

Page2 of 6/ Crp. 2 u3 6

Test / TlokasaTenb Results / PesynbTaThl Specification / Hopma

No
Ne

b) By HPLC/B3XX Complies / CootBeTcTRYET 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 TNHKa Ha XpoMaTorpamme
UCIIBITYEMOTO ~ pacTBOpa  JIOJKHO
COOTBETCTBOBATh BpEMEHH
YIOCPKUBAHHS OCHOBHOTO [HMKa Ha
XpoMmarorpamMmme pacTBoOpa
CTaHAAapPTHOro ofpaslia KeTopoJiaka
TpOMeTaMHHa (paznen
«KonniecTBeHHOE OMpeNesieHUe).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cootseTcTBYET Tpebosanusm HJI 3axmoyenue: OJOGPEHO
Prepared by / : Checked by / @% Approved by: Manager/Executive /

[MoaroToBneHo: ci, I[Tposepeno: Opnobpeno: Menenxep / Pygoeoaurens
Pardeep Kumar : Santosh Kumar Maurya Abhishek Chauhan L x

Print Date / Print Date / Print Date /
Jata: 14.10.2021 Hara: 14.10.2021 Hara: 14.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C004507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Oxcnpecc (ketoposiak) TabNeTkH, AUCTIEPrUpyeMble B NIOJIOCTH pTa, 10 Mr
Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepust Ne O61beM cepHn
Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021
AnanuTndeckuii oruet No JlaTa aHaJM3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JlaTa npousBoacTBa T'onen no
Analysis performed according ND / Anasin3s nposeaen nio HJI: JI1-004929-011119

Page30f 6/Crp.3mn36

1;.00 Test / IlokasaTenn Results / Pe3yneTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTH butylhydroxyanisole peaks on the
Oy THUATHAPOKCHAHU301 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 yAepXHWBaHHA
NMUKOB  2-OyTHITUAPOKCHAHU30JIA H
3-6y TMNIrHAPOKCHAHU30a Ha
XpOoMaTorpaMme HCIILITYEMOTO
pacTBOpa JONMXKHBEI COOTBETCTBOBATh
BpeMeHaM yIepXXUBaHUA ITUKOB
2-6yTHITHAPOKCHAHU301 %8
3-6yTUIrHAPOKCHAHU30]a Ha
Xpomarorpamme pacTBopa
CTaHAapTHOTO obpasua
OyTWIrMAPOKCHAHU30Ia (pazzen
«ConepxaHue

OYTHIITHAPOKCHAHU3OTIAN).

4 Average weight / Cpeansast
Macca

69.5 mg/ 69.5 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr + 4,0 %).

Uniformity of weight /
OIHOPOAHOCTHL MacChl

Complies / CooTBeTCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He 6Gomee + 10 %
2/20 tabaetok — He 6oiee + 20 %

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt coorBeTcTRYeT Tpeboranusm HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 14.10.2021

Jlata: 14.10.2021

Prepared by / Checked by / M Approved by: Manager/Executive /
IloarororneHo: n IIporepeno: Ono6peHo: Menemep / Pykoroaurens
Pardeep Kumar ‘ - Santosh Kumar Maurya Abhishek Chauhan J

Print Date / Print Date / Print Date /

Hata: 14.10.2021

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

www.drreddys.com
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Dr.Reddy’s Q." CERTIFICATE OF ANALYSIS
CEPTADUKAT AHAJI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (keToposiak) TabaeTkH, AUCTIEPTHPYEMBIE B MOJNIOCTH pTa, 10 Mr
Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepus Ne OoBem cepun
Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021
AnaguTadeckuii oryer Ne JarTa anannsa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTa npon3BoAcTBa T'ogen xo
Analysis performed according ND / Anaaus nposeaen mo HJI: JII1-004929-011119
Page40of 6 /Crp. 4u3 6
1;00 Test / [lokasaTeanb Results / PesynbTaThl Specification / Hopma
5 Disintegration time / 00 min 36 sec / 00 muH 36 cek Not more than 3 min / He 6onee 3 muH
Pacnagaemocrnb
6 Dissolution / PacTBopeHune Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. Ci15H13NO3+C4H | 1 NO3 (ketorolac
Unit-2 / Tabn-2 98 % tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 96 % 75% (Q)  CisHisNO3C4HiiNOs
) (keToponaka  TPOMETaMHH)  depes
Unit-4 / Tabn-4 96 % 15 MuH
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 98 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucrepcHOCTD 710 pm sieve is formed. / Obpa3yercs
OIHOPOIHAs CYCIIEH3Ms, NPOXOASLIAs
CKBO3b CHTO C pa3MepOM OTBEPCTH
710 MKM.
8 Related impurities / PoacTBeHHble mpuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6osee 0,5 %
1-ruapokcuaHanor
KeTopoJsiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHanor keTopoJyaka
Any unidentified impurity / 0.02% Not more than 0.5 % / He 6onee 0,5 %
eJUHUYHAS
HEHISHTH(UIUPOBAHHAS
npUMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTseTcTBYeT Tpebopanusm HJI 3axmouenne: O/IOBPEHO
Prepared by / Checked by / M Approved by: Manager/Executive /
TToarorosneHo: P IIpoeepeHno: Ono6peno: Menemxep / Bykosoaureib
Pardeep Kumar C%L" Santosh Kumar Maurya Abhishek Chauhan '
1%,
Print Date / Print Date / Print Date /
Jara: 14.10.2021 Jlata: 14.10.2021 Jata: 14.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Product : Ketorol Express (ketorola

Ipoaykr: Keropon® Dxcnpece (ketoponak) TabeTKH, AMCIEPrupyemsle B IOJIOCTH pTa, 10 Mr

¢) Orally Disintegrating Tablets 10 mg

Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepus Ne O6beM cepHH
Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021

AHaJIuTHYECKHH oT4yeT Ne

JlaTa ana;ausa

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

JaTa npoH3BoacTBa

Tonen no

Analysis performed according ND

/ Anasm3 nposenen mo HJI: JIT1-004929-011119

Page50f6/Crp. 5m 6

1;00 Test / [ToxazaTens Results / Pe3ynsTaThl Specification / Hopma
Total impurities / 0.1 % Not more than 1.0 % / He 6osee 1,0 %
CymMmMa npumeceit
9 Water / Bopa 20% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcraTouHble OpraHH4YecKHe pacTBOPHTEH

Isopropyl alcohol /
H3zormponaHon

2 pg/Tab Not more than 350 pg/tab /
He 60iiee 350 Mxr B TabneTke

11 Microbial enumeration tests /

Mquoﬁnonornqecxaﬂ YucToTa

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-~
OpraHN3MOB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / Ob1ee Menee 10 KOE/r He 6onee 100 KOE/r
YHUCITO APONIKEBBIX U
TUTECHEBBIX TPUOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OtcyTcTRYET OtcyrctBHEB 1 T
12 | Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OnHopoaHoOCTL 15.0 / IIpuemouHoe 3HaueHue (AV) He
J03UPOBaHUS 6osee 15.0.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooTBercTByeT TpeboBanusm HJ{ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: IIpoBepeHo: 5 Onobpeno: Menepkgp / PykoBourens
Pardeep Kumar c—-ﬁ’? Santosh Kumar Maurya Abhishek Chauhan L_, R
Print Date / Print Date / Print Date /
Jara: 14.10.2021 Hara: 14.10.2021 Hata: 14.10.2021

Registered Office:
Tel: 91 40 4

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dkenpecc (ketoponak) TabneTky, AUCIeprupyeMsle B IOJIOCTH pTa, 10 Mr
Batch No / : V2101701 Batch Quantity / : 252.000 KG
Cepus Ne O0wem cepun
Analytical Report No / : 890001550114 Date of Analysis / : 14.10.2021
ApajaaTaueckuii oryer Ne Hara ananuza
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
Jara npon3BoacTBa T'oxpen no
Analysis performed according ND / Ananuz nposenen mo HJ/L: JII1-004929-011119

Page 6 of 6/ Ctp. 6 43 6

1}? Test / [lokasaren Results / Pe3ynbTaThl Specification / Hopma
13 | Assay/KonuuyecTBeHHOE 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpeneneHue (99.6 %) Ci5H13NO3*C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
oo 11,0 Mr CisH 3NO3*C4H 1 NO3
(xetoponaka tpomeramuH) (ot 90,0 oo
110,0 % oT 3asABNEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0953 mg/tab / Not less than 0.042 mg/tab /
content / CoaepkaHue 0.0953 mr B Tabnetke He menee 0,042 Mr B Tabnetke
Oy THATHAPOKCHAHU30J1A
15 | Package/ YmaxoBka 10 tablets in a blister of | 10 tabletsinablister 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 | Tabnetok B 6nuctepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | Buaromornorurenem/II3BII) ¢onsru /
onucrepe w3 (ITA/AJITID ¢ | (IID/AJ]) donsru. ITo 1 unu 2 6aucTepa
Braronornorarenem/[19BIT) C MHCTpYKUHEH @0 TNPUMEHEHHIO B
donbru // (IIS3/AJT) ¢poneru. Ilo | Mayky KapTOHHYIO.
2 6nucrepa ¢ MHCTpPYKUMeEH IO
TIpHUMEHEHUIO B navKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetcTuu ¢ HJI
17 | Storage conditions/ Below 25 °C. / Ilpu Temneparype He Bblile 25 °C.
Xpanenue
18 | Shelflife / Cpox rognocTu 2 years /2 ropa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJT 3axmouyenne: OXOBPEHO

Prepared by / Checked by / ’@/MA’/ Approved by: Manager/Executive /
IonroropneHo: P Iposepeno: Ono6peHo: Menemkep / PykoBoaurens
Pardeep Kumar C)[ _ Santosh Kumar Maurya Abhishek Chauhan Zt‘( (

Print Date / Print Date / Print Date /

Jata: 14.10.2021 Hara: 14.10.2021 Jara: 14.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.C004507
www.drreddys.com



