Dr.Reddy’s Q':‘

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

CERTIFICATE OF ANALYSIS |, khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJTA3A Distt. Solan, H.P,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ' - +91 98166 56001-02
. ® reddy;
M poayxkr: Keropor™ Dxcnpecc (keToposak) TabJleTkH, IMCIeprupyemMble B néﬁfl‘g&ﬁrp@‘&, P IR
Batch No / : V2200044 Batch Quantity / : 252.000 KG
Cepus Ne OobeM cepun
Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AHanuTHYeCKUii oTueT No JlaTa ananu3za
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Hdara mpousBoacTea Togen go
Analysis performed according ND / Auanuns nposeaen mo HJI: JI[1-004929-011119

Page1of6/Crp.1u3 6

No . "
No Test / ITokasaTesb Results / Pe3yibTaThl 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. / Kpyrnbie, ninockue Kpyrisie, mnockue Tabnetku ¢ hackoi,
TabneTku ¢ $ackoit, cBeTo- CBETIIO-XKEJITOrO LBETa C [PaBUPOBKOI
JEJITOro LIBETA ¢ MPaBUPOBKOIA «l» Ha OTHOM CTOpPOHE.
«» Ha OZTHOM CTOPOHE.
2 Identification / [ToanunHOCTL
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

Y ®-crniekrpodoToMeTpUs

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®D-cnekrpsl
HOIJIOMIEHHST HCIIBITYEMOTO PacTBOpa U
pacTBopa  cTaHAapTHOro  obpasua
KeTopoJiaka TpOMETaMHMHa  JOJDKHBI
HMETbh MaKCUMYMBI [IPH OHOH U TOH XKe
JUTHHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

TTpumeuanue: [Iponykr coorBercTBYET TpeboraHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: ‘ IlpoeepeHo: Opobpeno: Menemkep / Pykosoaurens
Pardeep Kumar Qf_.a Himesh W——D Pawan Kumar i -

Print Date /
Jara: 20.01.2022

Print Date /
Hara: 20.01.2022

Print Date /
Hata: 20.01.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTU®UKAT AHAJTA3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e 791 98166 56001-02
® wwyy.drredd

Mpoaykr: Ketopon® Oxcnpecc (keToposak) TabJaeTKH, AUCTIEPrHpYEMEIE B oS f)er%, oFer
Batch No / : V2200044 Batch Quantity / : 252.000 KG
Cepus Ne O6bem cepun
Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AHATUTHYECKHI 0TYeT No JlaTa ananuza
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jarta npousBojacTBa I'ozen no
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-004929-011119
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No

Test / [TokazaTennb
No

Results / Pe3ysabTaThl

Specification / Hopma

b) By HPLC / BOXX

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 y#epXuBaHUA
OCHOBHOTO IMHKa Ha XpomaTorpaMme
HCIIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yIEep)KMBaHUS OCHOBHOTO [HMKa Ha
XpoMaTorpaMme pacTBopa
CTaHIapTHOro ofpasla KeTopoJiaka
TpoMeTaMHHa (paznen

«KonuyecTBeHHOE onpeneneﬂne»).

Remarks : The Product conforms to ND/
[Tpumeuanue: Ilponykt coorseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Jaxkarouenune: OJJOBPEHO

JHara: 20.01.2022

Jara: 20.01.2022

Prepared by / Checked by / Approved by:-Manager/Executive /
IToaroroeeHo: . [IposepeHo: Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar c::f__ﬁ.. Himesh W Pawan Kumar z\é/

Print Date / Print Date / Print Date / ]

JHara: 20.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

CERTIFICATE OF ANALYSIS ;| hol, Nalagarh Road, Baddi,

CEPTUPUKAT AHAJTA3A Distt. Solan, H.P., 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg TeT: +91 58166 56001-02
Hpoaykt: Keropon® Dkenpecc (ketoponak) TabneTKH, AMCOEPIUpyEMbIe B ndﬁ‘&’rg{beldaqyf(fﬂp
Batch No / : V2200044 Batch Quantity / : 252.000KG
Cepus Ne O0Bem cepun
Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AHaIMTHYECKHI oTYeT No JaTta ananusa
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
Jata npou3BoACTBA T'onen no
Analysis performed according ND / Anann3s nposeaen nmo HJI: JIIT-004929-011119
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No
Ne

Test / IToka3aTennb

Results / PesyabTaThl

Specification / Hopma

3

Identification
Butylhydroxyanisole /
I[oanuuHOCTH

Oy TUATHAPOKCHAHHU30JI

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 ynepKHUBaHuA
MUKOB  2-GyTWITHAPOKCHAHU30JIa MU
3-6yTHITHAPOKCHAHH307a Ha
XpoMmarorpaMme HCTIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIOepPXKUBAHUA MUKOB
2-6yTUNTrHIPOKCHAHU301a H
3-6yTHIrUAPOKCHAHU30Ja Ha
XpoMmaTtorpaMme pacTBopa
CTaHOApTHOIO obpazua
OyTHUIITHAPOKCHAHU30J1a (pa3men
«Copaepxanue
OYTUITHAPOKCUAHU30TIan).

Average weight / Cpennss
Macca

69.7 mg/ 69.7 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot167,2 mr no 72,8 mr (70,0 Mmr+ 4,0 %).

Uniformity of weight /
OaHOpPOAHOCTH MacChl

Complies / CooTBeTCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Oomee + 10 %
2/20 Tabaetok — He 6omnee + 20 %

Remarks : The Product conforms to ND/
ITprimeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: IIpoepeHo: Ono6peHo: Menemxkep / PykoBogurens
Pardeep Kumar of{ Himesh Kumar Pawan Kumar %(

Print Date / Print Date / Print Date / '

Hara: 20.01.2022 Hata: 20.01.2022 Hata: 20.01.2022

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: L85195AP1984P1.CO04507

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

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

CEPTUOUKAT AHAJIA3A Distt. Solan, H.P,, 173 205, INDIA
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg Tel: +91'98166 56001-02
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabieTKH, AUCIEPrHPYeMbIe B ndHE A A RRIP
Batch No / : V2200044 Batch Quantity / : 252.000 KG
Cepust Ne O0neM cepuu
Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AnaantTHiyeckuii oryer Ne HaTa ananaun3za
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JdaTta npou3BoacTBa I'ogen go
Analysis performed according ND / Anann3 nposenen nmo HJI: JI1-004929-011119

Page40f 6/ Crp. 4136

1;.? Test / Iloka3aTesnnb Results / Pe3yabTaThl Specification / Hopma
5 Disintegration time / 00 min 26 sec / 00 MuH 26 cex Not more than 3 min / He 6onee 3 mux
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 102% Not less than 75% (Q) of
. CisHi3NO3+C4H11NO3 (ketorolac
Unit-2 / Tabx-2 i tromethamine) in 15 min / He meHee
Unit-3 / Tabx1-3 101% 75% (Q)  CisHisNO3*CsH1iNO;
. . (keTopollaka ~ TPOMETaMHH)  4Yepes3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Ta6n-5 102%
Unit-6 / Tabn-6 93%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JduncnepcHOCTh 710 pm sieve is formed. / Obpazyercs
OJHOPOIHAs CYCIEH3Ws, NpOXoJsilas
CKBO3b CHTO C Da3MepoM OTBEPCTHUIA
710 MKM.
8 Related impurities / PoncTBenHble MpUMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxkcuasanor
KeTopoJjiaka
ketorolac 1-keto analog/ 0.03% Not more than 0.5 % / He 6onee 0,5 %
1-keToaHaTIOr KeTOopoJiaka
Any unidentified impurity / . Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs g:055
HEeUACHTUPHIUPOBaHHASA
TPUMECh
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanuam HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: IlpoBepeHo: Ono6peno: Menemxkep / Pykoonurenb
Pardeep Kumar 47' Himesh(gim;gi//_,_g Pawan Kumar A\)-V
Print Date / Print Date / Print Date / '
Jata: 20.01.2022 Jara: 20.01.2022 Hara: 20.01.2022

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: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

Tel: +91 98166 56001-02

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

Tpoayxr: Keropon® Dxcnpecc (keToponak) TabneTkH, AUCHEPTUPYEMBIE B no%"o“&ﬂfber%‘?yfcfﬂ?
Batch No / : V2200044 Batch Quantity / : 252.000 KG
Cepust Ne O61pem cepuu

Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AHagauTHYeckuii oTyeT No Jlara ananau3za

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTa npon3sBoACTBa T'ogen no

Analysis performed according ND / Auaiu3 nposexen mo HJI: JI[1-004929-011119

PageSof6/Crp. S5u3 6

1}? Test / IlokazaTennb Results / PeyabTaThl Specification / Hopma
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMmMma npumecei
9 Water / Bona 2.4% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaTouHble 0OprannyecKue pacTBOpUTEH
Isopropyl alcohol / 2 ng/Tab Not more than 350 pg/tab /
HzonponaHon He 6onee 350 mkr B TabneTke
11 Microbial enumeration tests / Mukpo6uosiornyeckas YucToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obmiee uncio 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 / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO IPOAOKEBBIX U
MUIECHEBBIX IPHOOB
c) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCYTCTBYET OtcytctBHE B 1 T
12 Uniformity of dosage units / 6.0 Acceptance value (AV) not more than
OaHOpoAHOCTH 15.0 / TipreMouHoe 3Ha4ueHHe (AV) He
JI03MPOBAHUS 6onee 15,0.

Remarks : The Product conforms to ND/
[Mpumeyanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Onob6peno: Menemxkep / Pykosoaurens
Pardeep Kumar @‘L,, Himesh W Pawan Kumar 2_7_/

Print Date / Print Date / Print Date / 4

Jata: 20.01.2022 Jara: 20.01.2022 Hara: 20.01.2022

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




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CEPTUOPUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxt: Ketopon® Dkcnpece (keToponak) TabaeTky, JUCTIEpripyemble B MOJNOCTH pTa,

el T ¥91 98160 50001-UZ
www.drreddys.com
] o ur

Batch No / : V2200044 Batch Quantity / : 252.000 KG
Cepnsa Ne O0bem cepun

Analytical Report No / : 890001568212 Date of Analysis / : 20.01.2022
AHaTHTHYeCKH oTueT Ne JlaTa ananuza

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023
JaTta npon3BoacTBa Topen no

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

Page 6 of 6/ CTp. 6 13 6

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
omuctepe w3z (IIA/AJVIID ¢
Biaronorioturenem/[19BII)
oonery // (II2/AJ1) donsru. Ilo
2 6nuctepa ¢ UHCTPYKLHEH 10
NpUMEHEHUIO B nayKy
KapTOHHYIO.

1;.:) Test / [TokazaTeb Results / PesyabTaTsl Specification / Hopma
13 Assay / KonnuecTBeHHoOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpejaesieHHE (100.7 %) Ci5H13NO3*C4H | 1INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr  Cy5H;3NO3+C4H; 1 NO3
(keToponaka TpomeramMuH) (ot 90,0 no
110,0 % oT 3asBJICHHOTO KOJIM4YECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0944 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0944 mr B Tabnetke He menee 0,042 mr B TabneTke
OyTHIIrHAPOKCHAHU30]1a
15 | Package/YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabseTok B 6nuctepe n3 (IA/AJI/IID ¢
piaronornoturenem/I13BIT) ¢onsru //
(TI3/AJT) doneru. [To 1 unu 2 Gnuctepa
C HHCTPYKIMCH MO TNPHMECHEHUIO B
Ma4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootserctBuu ¢ HJT

17 | Storage conditions /
XpaHenue

Below 25 °C. / IIpu Temnepatype He Bbiine 25 °C.

18 Shelf life / Cpok rogHocTn

2 years / 2 rofa

Remarks : The Product conforms to ND/
IMTpumeuanue: IIponykT cooTBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by /
[Noaroroenexo: 5
Pardeep Kumar (3'4(/_,,,

—

Checked by /
IIpoeepeno:

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauresns

Himesh W>Pawan Kumar /%/

Print Date /
Jara: 20.01.2022

Print Date /
Hata: 20.01.2022

Print Date /
Jarta: 20.01.2022

T

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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