Dr.Reddy’s Q':‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unjt—s

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

CERTIFICATE OF ANALYSIS
SE——— == m S 1| 491 98166 56001-02
W vrww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipogyxr: Keropon® Sxcnpece (keroponak) TabreTkH, aucieprupyemsle B noocTh pra, 10 mr

Market / PoiHox :Russia / Poccnst L
| BatchNo/ o Batch Quantity / ~36,00,000 tab /

Cepus Ne : V2ol O61em cepuu * 36,00,000 Tab

Analytical Report No / © 040003244240 Date of Analysis / . 20.12.2025

AnanuTnyecknii oruer Ne Jarta aHanusa

Dgte of Manufagture / - 12/2025 Date of Expiry / - 11/2027
| JlaTa npon3BoAcTBA Topen no

Mfg. License No. / MA number: / '

ITpousBoACTBEH AR : MNB/05/263 e . JII-Ne(004669)-(PT-RU)

Homep PY
nunensus Ne

Analysis performed according ND: / Auanuz nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyxuus yreepaaena: 21.04.2025

Page10f11/Crp.1 m3 1l

1;,.? Test / [okazaTens Results / PeaynbTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrable nnockue
side. / Kpyrnsie miockue TabneTkn ¢ dackol, CBETNO-KENTOro IBera ¢
TabneTky ¢ dackoH, cBeTIo- rPaBUPOBKOH «I» Ha ONHOH CTOPOHE.
XKETOTO LBETA C TPaBHPOBKOH
«!» Ha 0{HOM CTOpOHE.

2 Identification / UneuTuduxanns

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

tromethamine standard solution should have
peaks at the same wavelength ( 2 nm). / Y®-
CIEKTPH) NOTIOILEHMA HCMBITYEMOTO PacTBOpa U
pacTBopa cTaHzapTHoro ofpasua Keropolaka
TPOMeTaMHHa HOJXKHbI HMeTh MAKCHMYMbl TIpH
QuIoii |§ T We ANUHE RONHRAL (£ 2 HM).

UV spectra of the test solution and ketorolac |

|[Remarks : The Product confirms to ND/
Ipumeuanve: [IpoRykT cooTBETCTRYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axnouesne: OJOBPEHO

Prepared by / Checked by /
Toxrorosnero: Pravesh ITposepero: Rama

Checked by (AQA) / [{Approved by: Quality Assurance/Authorized person /
Mposepero (AOK):

Aduil Kuaugt /\ iUy, @

Ounobpeno: Obecnedenue xagectBa/OTBETCTBEHHOE

- s

Ruuy p Kl tﬁd\
( ‘
8 A "

Date / Date / Date /

Date/ 2_?(_ 12 ~J 7/_(

Hara: 29.12.2025 Hara:

Iara: 29.12.2025 Iara: 29.12.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHA.}II/I?»A

Tel 1 +91 98166 56001-02

wiw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Dxcnpecc (keToponak) TabieTkR, ANCTEPrHPYeMble B nonocTH pta, 10 Mr

Market / Poinok :Russia / Poccys

‘Batch No / ) ; Batch Quantity / ~36,00,000 tab /

Cepus Ne s V2502513 O61em cepun * 36,00,000 Ta6

Analytical Beport No / . 040003244240 Date of Analysis/ . 59 15 5025

Ana.nn'm'lecxnn oryer Ne JlaTa anamusa

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

JlaTta npou3BoacTBa T'onen go

Mfg. License No. / MA \ber: /

Ipou3BoAcTBeHHas : MNB/05/263 o : JITI-N2(004669)-(PT-RU)
Homep PY

aHnensas Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MeCTpyKIHS yTBepKaeHa: 21.04.2025

Page2 of 11/ Crp. 2 m3 11
1;: Test / IToka3aTesib Results / PesyabTaTs! Specification / Hopma
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 soliition (Assay section).
/ Bpemsa YyAepKMBaHHS OCHOBHOTO fMKa Ha

XpoMarorpamme HCNBITYEMOIO pactsopa
AOJDKHO COOTBETCTBOBATh BpPEMEHH
YIOepXHBAHAA OCHOBHOTO [THKa Ha
XpoMaTorpaMMe  pacTtBopa  CTAaHAapTHOro

obpasua keToponaka TpOMETaMWHa (pasgen
«KonmecTBEHHOE ONpPENeNEeHHER).

Remarks : The Product confirms to ND/
Ipumeuanue: TIpoxykT cooTeTcTByeT Tpebonanuam HJI

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / rApproved by: Quality Assurance/Authorized person /
ITonroropnexo: Pravesh ITposepeno: Rama TIposepeno (AOK): ||Ono6pero: Ofecneuenue xayecTsa/OTBETCTBEHHOE
Rana Kant Amit Kumar TALO:

Z 3 W ;\ AN @

A~ Y~
Date / Date / Date /* Date / D401 --202%~
Ilata: 29.12,2025 [lata: 29.12.2025 Jlata: 29.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
VKA ; Tel 1 +91 98166 56001-02
w xejvvw.drreddy{s.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Skcnpece (keTopoiak) Tabnerky, AlcoeprapyeMsle B noaocrn pra, 10 mr

Market / Poinok __:Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab /

Cepng Ne V2D 2ol O61em cepan " 36,00,000 Tab

Analytical Report No / - 040003244240 Date of Analysis / . 29.12.2025

Ananarndeckui oTyer Ne JlarTa asanu3za )

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTta npon3BoacTBA | Topen go

Mfg, License No. / MA _—

IIpoH3BOACTBEHHAS . MNB/05/263 RN s - JITI-Ne(004669)-(PT-RU)
Homep PY

aunensus Ne o

["Analysis performed according ND: / Ananns nposeaen mo EUIL: JIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / AucTtpyxnus yreepaxnena: 21.04.2025

Page3 of 11/Crp.3 m3 11

No
Ne

Test / IToka3zaTenb

Results / PesyasTaThl

Specification / Hopma

| Butylhydroxyanisole /
Bymunzudpoxcuanuson

Complies / CooTeTcTBYET

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-
butylbydroxyanisole and 3-butylhydroxyanisole
peaks on the chromatogram of
butylhydroxyanisole standard solution
("Butylhydroxyanisole content" section). /

Bpemena YOEpXKHBaHUA IMKOB 2-
6yTHArHOpOKCHaHHU30Na H 3-
OyTUATHOPOKCHAHM30Na Ha XpOMarorpamme
HUCMBITYEMOTO pacTBopa JIOJIXHB!

COOTBETCTBOBATE  BPEMEHAM  YAEP)XUBaHHA
nukoB  2-GyTWITHApPOKCHaHu3ona W 3-
OyTHNTHOpPOKCHAHK30la HAa XpoMaTorpamme

PaL1BUPA CLAHUAR I HLLY ubspasign
6yTwiruapoxcuanuzona (paspen «Coaepxanue
OYTHITHAPOKCHAHM3O0TIAR).

{IRemarks : The Product confirms to ND/

IIpumeyanue: [IponyxT cooTeTCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akniovyenne: OJOBPEHO

Prepared by /

Checked by /

[onroTornexo: Pravesh [Iposepeno; Rama

||Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
|[Oposepeno (AOK): |[Omobpero: Obecneyenne kadecTsa/OTBETCTBEHHOS

Rana /[/ Kant t Amit Kumarr A nuno: (@/
K/ "/’_ /
‘ A g‘ g |
Date / Date / Date / Date / 29122078~

Hata: 29.12.2025

Tlata: 29.12.2025

Iara: 29.12.2025 Hata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: 491 40 4900 2900, Fax: +91 40 49C0 2999, Emall: mail@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS
= = Tz 1 +91 98165 56001-02
CEPTUGUKAT AHAJIA3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Ixcnpece (keroponak) TabaeTKH, AUCHePrApyeMble B NOJOCTH pra, 10 Mr

Market / Poigox :Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab /

Cepns Ne  W2B0Z513 Oﬁwm‘gepnu " 36,00,000 Tab

Analytical Report No / - 040003244240 Date of Analysis / . 99.12.2025

Auanmu-leclmﬁ oTaer Ne JaTa amanasa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa nmpoH3BOACTBA Tomen no

Mfg. License No. / :

TponssopcTeennas : MNB/05/263 MA. miimher: / . JII-Ne(004669)-(PT-RU)
Homep PY

auuensas Ne

Analysis performed according ND: / Auanns nposener no HJI: JII-N2(004669)-(PI'-RU)-190224
| PIL version approved: / incTpyKOnug yTBepKaeRa: 21.04.2025

Page4 of 11/ Crp.4 m311
. -
I;,: Test / [TokasaTens Results / PesynbTaThb! Specification / Hopma
3 Average weight / CpenHss 69.8 mg/ 69.8 Mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr po 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than =+ 10 %;
Vitorilte of weight 2/20 tablets - not more than =+ 20 %. /
o ty(')c'r lag o Complies / CoorBeTcTBYET 18/20 Ttabnerox - He Gonee 10 %;
AROPORHOLTS MAgEs! 2/20 Tabnetok — ne Gonee £+ 20 %.
4 Disintegration time /
PacnapaeMocThs
00 min 29 sec / 00 maH 29cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 103 % Not less than 75 % (Q) of C;sHi3NO3*C4H1i1NO;
Unit-2 / Tabn-2 95 v (ketorolac frometharnine) in 15 min. / He Metee
: o 707 | 75% (Q) CisHisNO3*CiHiNO; (ketoponaka
Unit-3/ Tabn-3 98 % TpOMeTaMuH) yepes 15 MuH.
Unit-4 / Ta6bn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/

ITpumeyanne: [IponyxT cooTsercTByeT TpeboBanam H/L

Contclusion : APPROVED /
3axnwuenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrorosnexo: Pravesh IIpoBepeHo: Rama [Mposepeno (AOK): ||Onobpero: Obecneuenne kayecTBa/OTBETCTBEHHOE
Rana 4 Vant \Dd\ Amit Kumar MIo;
\
7 @“&/ o @
Date / Date / Date / Date/ D.0-12-26 s
Hara: 29,12.2025 Hata: 29.12.2025 Hara: 29.12.2025 Hata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 43900 2900, Fax: +91 40 4900 2999, Emall: mzil@drraddys.com
CIN: L&5195AP1984PLC004507

www,drreddys.com




Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS —° s
CEPTH@UKAT AHAJIU3A ¢ 19195166 5€001-02
= i = : vivw.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Xeropon® Skcnpece (keroposnak) TabaerTkH, AHCIEPrHpYyeMbIe B N0J0CTH P12, 10 Mr
Market / Psiox :Russia / Poccus
Batch No / , . Batch Quantity / ~36,00,000 tab /
Cepaa Ne V202513 O61em cepuH " 36,00,000 Tab
Analytical Repovrt No/ . 040003244240 Date of Analysis / . 90.12.2025
AHRanuTH9ecKRH oT9eT No ) JlaTa avangnsa
Date of Manufacture / . 12/2025 Date of Expiry / . 1172027
Harta OpPOM3IBOACTBA Tonen go
Mfg. Licemse No. / MA ber: / .
IIpon3BoxCTBEHHAN : MNB/05/263 BRI + JII-Ne(004669)-(PI'-RU)
: Homep PY
Jnuensas Ne
Analysis performed according ND: / Ananus nposenen no HJI: JITI-N2(004669)-(PT-RU)-190224
| PIL version approved: / MucTpykuns yreepajena: 21.04.2025

Page 50f 11/ Crp:Su3ll

‘I:.? 1 Test / IoxazaTens Results / PesynbTaTs! Specification / Hopma
6 | Particle size distribution / Complies / CooTseTcTByeT A uniform suspension passing through a 710 pm
Iucnepcuocrs sieve is formmed. / OGpajyercd oznHOponHas
CYCHeH3Hs, Npoxondmias <CKBO3b CHTO ¢
pasmepom oTeepcTHit 710 MKM.
7 Impurities / [pumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %%;
ketorolac: / / Hinke mpesena
1-rEApoOKCHaHAIOT KONHYECTBEHHOTO ONpPeeNeHIA
KeToponiaka (TIKO = 0.0032 %)
1-keto analog of ketorolac / 0.03 % not more than 0.8 %,; / He 6onee 0,8 %;
1-keToaHaor KeTopoaka
unidentified impurity / 0.03 % not more than 0.5 %; / ve 6onee 0,5 %;
eNUHIIHAs
HEUZIEHTHDUIUPOBAHHAS
npAMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa IpUMeceH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: IIpoaykT cooTseTCTBYET TpeboBaramM H] 3axniouende: OIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToxrorosneHo: Pravesh Iposepero: Rama UpoBepeu_o (AOK): [|Onobpeno: Obecnieuenne xauecTsa/OTBETCTBEHHOE

Rana 7 Kant Amit Kumar THLLO: .
/
" g M i
: — |
Date / Date / Date / Date / 0912 095"
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Jara:

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




