Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxkcnpecc (keToponak) TabneTky, AUCIePrupyeMble B IOJOCTH pta, 10 Mr
Batch No / : V2101086 Batch Quantity / : 252.000 KG
Cepusa Ne O0Bem cepun
Analytical Report No / : 890001530356 Date of Analysis / : 25.06.2021
AHamuTHyecKknii oryer Ne JaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npouzBoacTrea Touen no
Analysis performed according ND / Auasus nposenen no HJI: JITT-004929-011119

Page 1 of 6/ Crp.1u36

Vdh-cnexrpadoToMeTpls

No g .
No Test / IlokasaTciab Results / PesynbTars: Specilication / Hopma
1 Description / Qnucanne Tight yellow romind flat heveled Light vellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrinie, nockue Kpyrasie, nnockue tabneTku ¢ dhackoii,
TabneTKH ¢ (hacKkom, CBETIIO- CBETJIO-XKENTOrO IBETa C rPaBHPOBKOM
JKEHLULU LBE1d C IPABUPOBKON «I» Ha ONHON cTopoHe.
«» Ha OJIHO# CTOPOHE,
2 Identification / [ToguuHOCTE
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromothaminc  standard
solution should have peaks at the same
wivolmglh (L 2nm) [ VO-enewmm
LOIIOLLELISL HCLLITYOMOT0 pacTnopa
pacTsopa  CTE&HIApTHOro  obpasua
KeTopoliaka TpOMETaMUHa  JIOJIKHBI
HMETh MAKCUMYMBI IIpU OAHOHK U TOH ke
INHHE BOJIHBI (+ 2 HM).

Conclusion : APPROVED /
3akauenne: OTIOGPEHO

Remarks : The Product conforms to ND/
IIpumeuanne: [ponykr cooTBeTcTBYeT TpeGoBanusM HJI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: X IlpoBepeno: Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar 4‘-_“— Himesilﬂlgjgg_ag/L\_D Pawan Kumar

Print Date / Print Date / Print Date / /

Jata: 25.06.2021 Jlarta: 25.06.2021 Jata: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Bawjura Hills, Hydetubud - 500034, A P, Tudiy
Tuli 01 10 1900 2900, Fum 01 10 1200 3%, Dmail: mail@gdrreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy's Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJI3A

I'voduct : Lituiol Lapiess (hvluivlac) Urally Disinlegraling 'l'ablets 10 g
Upoaykr: Keropon" Dkenpece (keroposak) TabneTku, AMCIeprupyeMsle B MoiocTy pra, 10 Mr

Batch No/ : V2101086 Batch Quantity / : 252,000 KG
Cepus Ne _ O0nem cepnn

Analytical Report No / : 890001530356 Date of Analysis / : 25.06.2021
Ananurnueckuii oTuer Ne Hata apayinza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jata npounsBojacTea T'onen o

Analysis performed according ND / Ananus nposegen o HJI: JI1-004929-011119

rageZotb/Ltp.2u3b

No
Ne

Test / Iloka3zarens

Results / Pe3ysibTaThl

Specification / Hopma

b) By HPLC / BIKX

Complios / CooTpereTnyet

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 ynepxuBaHuA
OCHOBHOI'O IIMKa HAa XpoMarorpamme
HCIIBITYEMOIO  pactBopa  JOJDKHO
COOTBETCTBOBATh BpEeMEHHU
YIEpXKHUBAaHHUA OCHOBHOIO THKa Ha
XpoMarorpaMmme pacTtBopa
CTaHIAPTHOTO KETOpoJIaka
TpoMeTaMHHa (paznen
«KonuuecTBEHHOE OnpeaeieHue»).

obpaszia

Remarks : The Product conforms to ND/
[Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axnwyenne: OJIOBPEHO

Jata: 25.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: P ITpoeepeno: Onobpeno: Menemxkep / PykoBoauTenb
Pardeep Kumar r:_f__? Himesh W Pawan Kumar :EZ

Print Date / Print Date / Print Date /

Jlata: 25.06.2021

Hata: 25.06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, 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
CEPTUOUKAT AHAJM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxT: Keropon® Dkcnpece (keToposak) TabieTKH, AUCTeprupyeMble B TOJIOCTH pra, 10 Mr
Batch No / : V2101086 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepun
Analytical Report No / : 890001530356 Date of Analysis / 1 25.06.2021
AHalHuTHYecKHi oTyeT Ne JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npouzBoacTea TI'oaen oo
Analysis performed according ND / Ananuns nposenen mo HJI: JIT1-004929-011119

Page3 of 6/ Ctp.3 u3 6

OyTHIIrHAPOKCHAHH301

1}00 Test / Iloxazarenn Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
[opnruuHOCTL butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond hy the retention fimes
w  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"

section). / BpemeHa yaepxuBaHus
NYKOB  2-OYTWITMAPOKCHAHU30NA U
3-AYTUArAPOKCHAHH301A Ha
XpoOMaivt pamme UlbITYEMULD
l‘\ﬁf‘TPnpﬁ JTIOT % HERT FOYEPRP TR A T,
BpeMeHaM YAepKUBAHUA IIHKOB
2-0yTHITMIPOKCHAHN30M1a u
3-0y TUNTUAPOKCHAHK30JIA Ha
XpOMATOTpaMmMe pacTBOpa
CTAHIAPTHOTO obpasua
Oy TN MAPOKCHAHU3002 (paznen
«CopeprkaHue

OYTHITHIPOKCHAHU30IA»).

4 Average weight / Cpenusis
Macca

69.7 mg / 69.7 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Uniformity of weight /
OnxHOpoaHOCTL Macchl

Complies / CooTBeTCTBYET

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gomee + 10 %
2/20 Tabnetok — He Gonee £ 20 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpomykT cooTBeTCTBYET TpeGoBaHusaM HJI

Conclusion : APPROVED /
3axmwuenune: OJOBPEHO

Jata: 25.06.2021

Jara: 25.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: ; IIporepeHo: Onobpeno: Menemkep / PykoBoaurenb
Pardeep Kumar ;L — | Himesh W Pawan Kumar %

Print Date / Print Date / Print Date / '

Jlata: 25.06.2021

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.Red dY S ‘." CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxkcnpece (keToponak) TabneTkH, JMCIEprupyeMbl€ B MOJOCTH pTa, 10 Mr
Batch No / : V2101086 Batch Quantity / : 252.000 KG
Cepust Ne Ob6bem cepuu
Analytical Report No / : 890001530356 Date of Analysis / : 25.06.2021
AHaIuTHYECKHIi oTyeT No JaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara nponssojacTBa T'onen 1o
Analysis performed according ND / Ananus npoeenen no HJI: JITT-004929-011119
Page4 of 6/ C1p. 413 6
1;00 Test / [lokazaTenn Results / Pe3yabTaTsl Specification / Hopma
5 Disintegration time / 00 min 26 sec / 00 Mun 26 cex Not more than 3 min / He 6onee 3 MuH
Pacnagaemoctnb
6 Dissolution / Pactropenue Unit-1/ Tafin-1 107 % Not  less  than  75% Q) of
) CisH13NO3+C4sH [ 1NO; (ketorolac
Unit-2 / Tabn-2 10 % tromethamine) in 15 min / He MeHee
Unit-3 / Ta61-3 109% | 75% (Q  CisHisNO3*CHiNOs
. (keToponaka  TPOMETaMMH)  uepes
Unit-4 / Tabn-4 105 % 15w
Unit-5 / Tabn-5 96 %
Unit-6 / Tabn-6 104 %
7 Fincness of Dispersion/ Complics / CooTBCcTCTBYCT A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / O6pazyercs
OJHOPOIHAsA CYCIIEH3Ms, NPOXOAAIIAs
CKROAL CHTO € DAIMENOM  OTNePCTIIT
710 Mkm.
8 Related impurities / PoacrBennnie npumecu
ketorolac 1-hydroxy analog / BDL (Disregard Area 965) Not more than 0.5 % / He 6onee 0,5 %
1-rugpoKcHaHanor
KEeTOopoO/Iaka
ketorolac 1-keto analog/ 0.14% Not more than 0.5 % / He 6onee 0,5 %
1-KeTOoaHaIOT KETOPOJIaKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eUHUYHAs
HEeUIeHTUPUIMPOBAHHAS
[PUMECH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cooteercTByeT TpeboBanusam HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: p Iporepeno: _— | Onobpeno: Menexep / Pykosoautens
Pardeep Kumar cu.f’—— Himesh W Pawan Kumar (13
Print Date / Print Date / Print Date /
Hara: 25.06.2021 Hara: 25.06.2021 JHara: 25.06.2021

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. L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CFPTHOUKAT AHA 1M 3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Skcnpecc (keToponak) TabeTky, AMCIeprupyeMbie B HOIOCTH pra, 10 Mr

Batch No / : V2101086 Batch Quantity / : 252.000 KG
Cepus Ne O0Bem cepuu

Analytical Report No / : 890001530356 Date of Analysis / : 25.06.2021
AnasuTHYecKHil oTyeT Ne Hara anannza

Date of Manufacture / : Jun-2021 Date of Expiry/ : May-2023
Jara npoussoacrea T'open no

Analysis performed according ND / Anasu3 nposenen mo HJI: JI[1-004929-011119

Page S of 6/ Ctp. 5u3 6

i.:) Test / [lokazarenn Results / PesynbraTel Specification / Hopma
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1.0 %
Cymma npumeced
9 Water / Bona 22% Not morc than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ O¢TaTounble opraHu4eckue pacigopuresn
Isopropyl alcohol / 24 ug/Tab Not more than 350 pg/tab /
Hzonponanon He 6onee 350 mMxr B Tabietke
11 Microbial enumeration tests / MukpoGuonoruueckas 4ucTora
a) Total Acrobic Microbial 20 CTU/y / Not wwore than 1000 CFU/g /
Count / Qfmee wieno 20 ICOL/r He Guaee 1000 KOF/A
@9pPODHBIX 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
YHUCTIO POAOKEBBIX U
TIJIECHEBBIX IPUOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByerB 1 T OrcyrctBue B 1 10
12 | Uniformity of dosage units / 8.7 Acceptance value (AV) not more than
OpHopoanocTh 15.0 / IIpuemouHoe 3Hayenne (AV) He
JA03HMPOBAHHS 6oiee 15,0.

Conclusion : APPROVED /
3axawdenune: OJIOBPEHO

Remarks : The Product conforms to ND/
Ilpumeuanne: IlponykT cooTBeTcTBYET TpeboBanusam HJT

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrororneHo: Ilposepeno: Onobpeno: Menemxep / PykoBonurens
Pardeep Kumar QL_ Himesh %L’_,/) - Pawan Kumar

Print Date / Print Date / Print Date / !

Hara: 25.06.2021 Hara: 25.06.2021 Hara: 25.06.2021

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

CEPTUPVKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Oxenpece (ketoposnax) TabaeTku, AMCeprupyeMble B ONOCTH pTa, 10 Mr

Batch No / : V2101086 Batch Quantity / : 252.000KG
Cepusa Ne O61pem cepun

Analytical Report No / : 890001530356 Date of Analysis / : 25.06.2021
AnanuTHYeckHH oTHeT No JlaTa anammza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npounssoacTea I'ogen oo

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-004929-011119

Poage 6 of 6/ Crp, 61 6

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Ttabnerox B
omuctepe w3z  (IIA/AJUIID ¢
pnaromnorjorurenem/I13BIT)

doneru // (I13/AJ1) doneru. ITo
2 GnucTepa ¢ MHCTpPYKILMEH Mo
HPHMEHEHHIO B navyKy

KapTOHHYIO.

i? Test / Iloxasarenn Results / Pe3yabrarhbi Specification / Hopma
13 Assay / Konnrieerneninoe 10.1 mg/ 10.1 mr From 920mg to 11.0mg of
omnpenejieHHe (100.6 %) CisH13sNO3CsH; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 MI C15H13NO3'C4H11NO3
(xetoponaka tpometamuH) (ot 90,0 mo
110,0 % OT 3a4BNEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0914 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0914 mr B TabneTke He menee 0,042 mr B Tabnetke
OyTHArHAPOKCHAHM301Aa
15 | Package/ Ynakorka 10 tahlets in a hilister of | 10 fahletsin a hlister of (PA/AT/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
tabneTox B 6suctepe u3 (IA/AJI/IIS ¢
Brnaronoriotutenem/I13BIT) donbru //
(I13/AJ) dponwru. ITo 1 unu 2 6mucTepa
¢ HWHCTPYKUMEH ©HO NpHMEHEHHI0 B
MIAaYKy KapTOHHYIO.

16 | Labeling / Mapkupoeka

According to ND / B coorsetcTBuu ¢ HJJ

17 | Storage conditions /
XpaHneHue

Below 25 °C. / TIpu Temreparype He Boiie 25 °C.

18 | Shelf life / Cpok rogsocTu

2 years / 2 roga

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykr cooTBeTcTBYeT TpeboBanusaM HJ{

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO

Prepared by /
INoaroroseHo:
Pardeep Kumar

ob

Checked by /

IIposepeHo:
HimeshW

Approved by: Manager/Executive /

Ono6peno: MeHemxep / Pykosonuresnb
Pawan Kumar é

Print Date /
Jlarta: 25.06.2021

Print Date /
JHara: 25.06.2021

Print Date /
Jlarta: 25.06.2021

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

www.drreddys.com



