Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

: +01 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon® Dkenpece (keroponax) TabeTkH, INCHCPrupyeMbie B MoJocTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepusn Ne e O6bem cepun " 36,00,000 Tab
Analytical Repo\}‘t No/ - 040003243643 Date of Analysis / - 29122025
AHanuTHYeckHH oTyeT Ne Jlara anaaunza
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Jara npou3ssojacTea I'ogen a0
Mfg. License No. / MA number: /
IIpousBoncTBEHHas . MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)
Homep PY
Jinpen3ns Ne
Analysis performed according ND: / Ananus npoenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykiuns yreepaaena: 21.04.2025 ]

Pagelof 11/ Crp.1 n3 11

i:) Test / [loka3aTenb Results / PesynbTaThi Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnbie miockue
side. / Kpyrnbie ninockue Tabnetku ¢ (ackoi, CBETIO-KEATOro lBeTa C
TabneTky ¢ dackoit, ceTo- rpaBUPOBKOI1 «|» Ha OZIHOI CTOpPOHE.
ENTOro L{BeTa ¢ rpaBHpOBKOit
«l» Ha OHOM CTOpOHE.

2 Identification / UnenTudunkauus

Ketorolac / Kemoponak

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CIMEeKTPHI MOTJIOILEHNS UCTTBITYEMOTO PACTBOPA U
pacTBOopa cTaHmapTHOro obpasua KeTopojaka
TpOMETaMHHA NOJKHBl UMETh MaKCHMYMbI NpH
OIHOM M TOH ke [UTHHE BOTHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebopanusm HJJ 3aknouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Pravesh 4 [|[TIposepeno: Pardeep ||I[IpoBepeHo (AOK): ||Onobpero: Obecneuerue kauecTBa/OTBETCTBEHHOE
Rana /' |[Kumar Amit Kumar JHLO:

QL'— = g

P j\ —

Date / Date / Date/ Date / 9 91 008
Jlata: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 TlaTa:

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":.

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

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

CERTIFICATE OF ANALYSIS 1. a1 98166 56001-02

CEPTHOUKAT AHAJIM3A

vww.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkenpece (keTopoJiak) TabieTky, AHCIEPrupyeMble B 0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus -

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

Cepusn Ne ¥ V2502406 Obbem cepuu © 36,00,000 Tab

Analytical Repoz‘t No/ - 040003243643 Date of Analysis / . 99122025

AHanuTH4YecKHii oTyeT No JlaTa anaanza

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

JaTta npomM3BoacTBa I'onen no

Mfg. License No. / MA number: /

IlpousBoxcTBEHAAS - MNB/05/263 e - JII-Ne(004669)~(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anamu3 nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MaeTpykuus yrBep:xaena: 21.04.2025

Page2 of 11/ Ctp.2 n311

No
Ne

Test / ITokazaTenan

Results / PesyabTaTbl

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 solution (Assay section).
/ Bpems yaepXHBaHHS OCHOBHOI'O MHKa Ha
XpoMaTorpamMmme UCIILITYEMOTO pacTtBopa
JOJDKHO COOTBETCTBOBATH BpEMEHH
YAEPXKUBAHUSA OCHOBHOTO HKa Ha
XpOMaTorpamme pacTBopa  CTaHIApTHOrO
obpa3lla KeTopojaka TpOMETaMHHa (pasgen
«KonuyecTBeHHOE OMpENEICHUEN).

Remarks : The Product confirms to ND/

IMpumeuanne: IIpogykT cooTBeTCTBYET TpeboBaHUAM H]L

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by /

Checked by /

IToaroroneHo: Pravesh ;5 [[[Iposepeno: Pardeep

Rana

Kumar

{K//V/.

Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Mposepeno (AOK): |[Onobpeno: Obecneuenne kayectBa/OTBETCTBEHHOE
Amit Kumar JIHLO:

2.

Date /
Hara: 29.12.2025

- -
Date /

Tata: 29.12.2025

Date / Date /
Hata: 29.12.2025 Hara:

2912262

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49C0 2500, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507

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 "% "o0r oo o)

CEPTUOMKAT AHAJII3A | oo’

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

ITpoaykr: Keropoa® Dxenpece (keroposiak) Ta6eTku, AHcneprupyemMbie B H0JA0CTH pra, 10 mr

Market / Peidok :Russia / Poccus

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

Cepus Ne b Wealsee O06bem cepun © 36,00,000 Tab

Analytical Report No./ . 040003243643 Date of Analysis/ . 9 15 5025

AnaguTH4deckui oTyeT Ne JlaTa anau3a

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jara npoM3BoACTBa TI'onen oo

Mfg. License No. / MA number: /

IponsBoacTBeHHAsI : MNB/05/263 nu : . JITI-No(004669)-(PT-RU)
Howmep PY

JHneH3us Ne

Analysis performed according ND: / Ananu3s npoeeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuus yrBep:kaena: 21.04.2025

Page3of 11/ Crp.3 n311

No
Ne

Test / IToka3zaTenn

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Lymuneudporxcuanuzon

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). /
BpemeHna YAEpXKUBaAHUA IMUKOB 2-
OyTUITrUAPOKCHAHU30]1a 51 3-
OyTUATMAPOKCHAHU30Jla HAa  XpoMartorpaMme
HCIBITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATH  BPEMEHAM  yJAepKHBaHUA
NMKOB  2-OyTHNTHApOKCHaHM30da U 3-
OYTWITHAPOKCHAHU30Jla HAa XpoMarorpaMme
pacTBopa CTaH/IapTHOTO obpazua
oytunruapokcuanuzona (pasgen «CopaepxaHue
OYTUITHAPOKCHAHU30JIan).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM H]

Conclusion : APPROVED /
3akmoyenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh /) |{[Iposepeno: Pardeep  ||[Tposepeno (AOK): [|Ono6peno: Obecneuenre kauecTBa/OTBETCTBEHHOE
Rana ) / Kumar Amit Kumar JIULIO: 1

y A %

_ fier™
Date / Date / Date / Date / 29, 10262
Hara: 29.12.2025 Jata: 29.12.2025 Jata: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: meil@drraddys.com
CIN: LR5195AP1984PLCO04507

www.drreddys.com




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

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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS <. ,9 93166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

'Product : Ketorol E)q)_ressi(l?et(;‘o_lac) Orﬁy Disintegratin?TabTets 10 Eé - ]
IIpoayxt: Keropon® Ikcnpece (keToposiak) TabieTkH, AUcCHeprupyemMple B MoJocT pra, 10 mr B -

Market / Prinok :Russia / Poccust

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

Cepus Ne V2002436 Oo6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003243643 Date of Analysis / . 99.12.2025

AHaguTH9ecKHH oTyeT Ne Jara ananuza

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

Jara npoM3BoacTBa T'ogen mo ]
Mifg. License No. / MA number: /

IIponsBoacrBeHHan : MINB/05/263 : . JII-Ne(004669)-(PI'-RU)

Homep PY

JuneH3us Ne -
Analysis performed according ND: / Ananu3 nposegen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / MUucrpykuust yreepxxaena; 21.04.2025 B ]

Page4 of 11/ Crp. 4 n3 11

i.:) Test / ITokasaTtennb Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeausas 69.6 mg/ 69,6 mMr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr go 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than + 10 %;
. . . 2/20 tablets - not more than =+ 20 %. /
gmformlty of swelphit / Complies / CooTBeTCTBYET 18/20 Tabnetox — He Oonee £ 10 %;
AHRPEIEDETE Mathol 2/20 Tabnetok — He Gonee £+ 20 %.
4 Disintegration time / 00 min 35 sec / 00 muH 35 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocrhb
5 Dissolution / PacTeopeHue Unit-1/ Tabn-1 102 % Not less than 75 % (Q) of CisH13NO3*C4H; 1 NO3
’ (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2./ Tat-2 98% | 75% (Q) CisHiNO3CsHINO; (keToponaka
Umt 4/ labnm 3 Yy, PPUMELAMIAHY Uepes 18 MUH,
Unit-4 / Ta6a-4 99 %
Unit-5 / Ta6n-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsaM HJT 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
LloaroroneHo: Pravesh ,/ (|[Tposeperio: Pardeep  (|[Tposepeno (AOK): ||Onobpeno: Obecneuenue kadecTea/OTBETCTBEHHOE
Rana .«‘/ Kumar Amit Kumar JIULIO: @

cff/ : ™ '

s = {‘\ e

Date / Date / Date / Date / 24-12 02K
Hara: 29.12.2025 Harta: 29.12.2025 Hara: 29.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel - 491 98166 56001-02

CEPTHOHKAT AHAJIN3A

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Dkcnpecc (keroposiak) TabjeTKH, AMcHeprupyeMsie B MoJ10cTd pra, 10 mr -

Market / Puinok :Russia / Poccus

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

Cepusi Ne | i O6bem cepun " 36,00,000 Tab

Analytical Repog't No/ - 040003243643 Date of Analysis / . 29.12.2025

AHajuTHYeCcKH# oTUeT Ne Hata ananu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

Jata npon3BoacTBa T'oxen g0

Mifg. License No. / MA number: /

IIpouzBoacTBennasn : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

adaueniua Ne

Analysis performed according ND: / Auann3 nposegen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

PageSof11/Crp.5 n3 11

I;.:) Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHoCTh sieve is formed. / O6pasyerci opHOpoaHas
CYCNEH3Hs, MpOXOIAllas CKBO3b CUTO C
pasMepoM oTBepcTui 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapoKcHaHanor

Below LOQ (LOQ = 0.0032 %)

/ Hixe npenena

KOJIMYECTBEHHOT'O ONPEACTIEHNUA

not more than 0.5 %; / He 6onee 0,5 %;

KETOpoJakKa (ITKO = 0.0032 %)

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ue 6onee 0,8 %;
1-KeToaHalor KeTopoJiaka

unidentified impurity / 0.03 % not more than 0.5 %; / ne 6onee 0,5 %;
eAMHIYHAs

HeUAEeHTUGUIUPOBaHHAS

HOpHMCCh

total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.

cymMMa Npumeceit

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHmsaM HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Pravesh IMposepeno: Pardeep  [|TIposepeno (AOK): [|Onobpeno: OdecneueHue kauecTBa/OTBETCTBEHHOE
Rana - Kumar Amit Kumar JIALIO: @2
c::-I:/f |\ P e .
:
Date / Date / Date / Date / 29l 22608
Hara: 29.12.2025 Hara: 29.12.2025 Harta: 29.12.2025 Hara:

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

CIN: L85195AP1984PLCO04507

www.drreddys.com



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
Te! : +91 98166 56001-02

CEPTHP®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Ex;;ess (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Ixenpecc (keTopoiak) TabaeTKH, AMCHepPrEpyeMble B OI0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne i O6bem cepun " 36,00,000 Tab

Analytical Repo:'t No/ . 040003243643 Date of Analysis / . 29.12.2025

AHaJIHTHYEeCKH oTuyeT No JaTta anann3a

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jara npomM3BoacTBa T'onex o

Mfg. License No. / S L — v

IIpousBomcTrBenHAn : MNB/05/263 : ;. JITI-Ne(004669)-(PT-RU)
Homep PY

JHUEeH3HusT No

Analysis performed according ND: / Auanuz npoBegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HueTpykuus yreep:xkgesa: 21.04.2025

Page 6 of 11/ C1p. 6 m3 11

i:) Test / [TokazaTens Results / PesynbTaTs! Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Copepxanue BOabI He 6onee 7,0 %.

9 Residual solvents / OcraToyHble OprannyecKue pacTBOPHTEIH
Isopropyl alcohol / 4 ng/tab / Not more than 350 pg/tab. /
Hzonpomnanon 4 Mkr B TabneTke He 6onee 350 mkr B TabneTke.

Remarks : The Product confirms to ND/

IMpumeyanue: Ilpoxykt coorBeTcTBYeT TpebopanusiM HJJ

Conclusion : APPROVED /
Zarmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroTtosnexo: Pravesl [Tposepeno: Pardeep |[[Tposepexo (AOK): ||OnoGpeHo: Obecneyenue kauectBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JUILLO:
7 A @
& QT;‘ | >
Date / Date / Date / Date / 23.—/140&"
Hara: 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories iLtd.
Formuiation Unit-6

e
Dr. Reddy’s ‘.0. vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS .. 19193166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ikcnpece (keropoiak) TabieTkH, AHCIeprupyemMbie B MoJjiocT pra, 10 mr

‘Market / Poinok :Russia / Poccus - )
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne V2302436 O6beM cepun © 36,00,000 Tab
Analytical Report No/ . 040003243643 Date of Analysis / . 99.12.2025
AHajguTHYecKHi oTyeT Ne Jara ananuza
Date of Manufacture / . 12/2025 Date of Expiry / - 112027
JaTa npon3BoacTBa TI'ogen no
Mfg. License No. / MA number: /

IIponseoacTBeHHast : MNB/05/263 ) ;. JII-Ne(004669)-(PT'-RU)
Homep PY
JHnen3usa Ne

Analysis performed according ND: / Auasus nposegen no HJI: JITI-N2(004669)-(PT-RU)-190224
PIL version approved: / Uacrpykuns yrBepxkaena: 21.04.2025

Page 7 of 11/ Cvp. 7 n3 11

1}00 Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpoduonorudeckas 4yncrora*
Total Aerobic Microbial NA not more than 10> CFU/g; / - o a
Count / o611iee uuciio He 6osee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61uee yucno He Gonee 102 KOE/T;
IPOMOKEBBIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OgnopoaHocTh 35 IToxazartens npuemneMocTH (AV) nomkeH ObITh
DO3HPOBAHHDBIX €IHHHI ) He bonee 15.0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoxykT cooTBercTBYeT TpeboBanusm HJJ 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Iloarorosneno: Pravesh // [[[Iposepeno: Pardeep  [|[Iposepeno (AOK): [|Ono6pero: Obecneyenue kauecTsa/OTBETCTBEHHO®
Rana 3 Kumar Amit Kumar JIULO: @Q}
AN

: N
Date / Date / Date / Date / 0912 r262€
Hara; 29.12.2025 Jara: 29.12.2025 Hara: 29.12.2025 Hara:

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: LB5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +21 9R166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® xcnpece (keTopoiak) TabsieTkn, AMCHeprupyemMbie B HoJI0cTd pra, 10 mr

Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne V2002420 O6bem cepuu © 36,00,000 Tab
analyreal Repace No/ - 040003243643 Dateof Anslysis? . 59 5 5555
AHaguTHYecKHii oTueT No JlaTa aHau3a
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Jdarta npom3BoacTea I'onen no i
Mfg. License No. / MA number: /
IIpousBoxcTBeHHAR : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY
JuieH3sna Ne =
Analysis performed according ND: / Ananaus nposenen mo HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
| PIL version approved: / MacTpykuus yrBepxkaena: 21.04.2025
Page 8 of 11/ Crp. 8 m3 11
i.‘? Test / IlokazaTenn Results / PesyabTaTbl Specification / Hopma
12 Assay / KonnuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpeaesieHue (100.5 %) Ci5H13NO;3+C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr 1o 11,0 Mr
CisH13NO;°C4H 1 1NO; (xetoponaka
TpomeTamuH) (ot 90,0 a0 110,0 % or
3asBJIEHHOTO KOJHYECTBA) B TabNeTKE.
13 Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0.0983 mr B TabneTke He menee 0,042 Mr B TabneTke.
Oy THJITHAPOKCHAHU30.1a

Remarks : The Product confirms to ND/
IMpumeyanune: [Ipoaykt cootBeTcTBYET TpeboBanusM H/J

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monroroeneno: Pravesh s ||[Iposepeno: Pardeep  (|[Tposepeno (AOK): [|Onobpeno: ObecneueHue kayecTBa/OTBETCTBEHHOE
Rana ,,—/ Kumar Amit Kumar JTHLO: @)

A AR

4"/ ) % - =
\ -—

Date / Date / Date / Date / 0912004
Hara: 29.12.2025 Hara: 29.12.2025 Hara; 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS " "0l ccon o)

CEPTHDUKAT AHAJIU3A

www.drreddys.coim

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

IIpoaykT: Keropon® Jxcnpece (keropoJak) TabiaeTKn, AHcCHeprupyemslie B M0J0cTH pTa, 10 Mr

Market / Peinok :Russia / Poccus - ]

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

Cepus Ne 4 20206 Oo0bem cepHH © 36,00,000 Tab

Analytical Repovrt No/ - 040003243643 Date of Analysis / . 99.12.2025

AHanuTHYecKHi oTyer Neo JlaTa anannza

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

JarTa npou3BoAcTBa T'ogen po

Mifg. License No. / MA number: /

I pouzBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

JHleHsus Ne

Analysis performed according ND: / Auanus nposenen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MncTpyknus yreep:xaena: 21.04.2025

Page 9 of 11/ Crp. 9 m311

Onucanue YNIaKOBKH

I;.oo Test / IlokasaTesb Results / PesyabTaTsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z  (ITA/AJIIID ¢
BiaronoriotuteneM/I15BII)
donsru // (II3/AJT) donsru. o
2 6nucrepa BMecTe C JIHCTKOM-
BKJI/IbIIIIEM B nayKy
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnerok B OiucTepe u3
(TIA/AJI/TD ¢ Bnaromornotutesem/I13BIT)
donvru // (IID/AJ1) ¢oneru. Mo 1 wmm 2
61ucTepa BMeCTe C JIMCTKOM-BKJIaIBILUEM B
MavyKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* JIpu BBITyCKE JIEKAPCTBEHHOIO NMpenapaTa KOHTPOJIb Ka4yecTBa 1o nokasaresio «MuKpoGuonoruyicckas
YUCTOTA» MPOBOAUTCH s Kaxaoil 20-0ii cepuu, WK AJisl OAHOH cepHH B roji, B 3aBHCHMOCTH OT TOr0, YTO

HACTYNHUT paHbLUE.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpomykT cooTBETCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Toxrotosnero: Pravesh / |[[Iposepeno: Pardeep  ||[Tposepero (AOK): [|OnoGpeno: Obecnedenne kadecTBa/OTBETCTBEHHOE
Rana ,/ || Kumar Amit Kumar JTHLLO: @/

r(; 3 O[i/. j /—"'
Date / Date / Date / Date / 24712 rlo
Hara: 29.12.2025 |Hara: 29.12.2025 Mara: 29.12.2025 Hara:

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS 1. 91 98166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegratﬁl_g Tablets 10 mg o N
Tponykr: Keropon® Jxcnpece (xeroposak) Tabierky, iucneprapyemsie B Hoa0cTd pra, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne : V2502496 O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003243643 Date of Analysis / . 29.12.2025
AHanuTHYecKH# oTyeT Ne JlaTa anHaJH3a

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

JlaTra npoH3BoAcTBA I'onen 10

Mifg. License No. / NIA vitnabers /

IIpousBoacrBeHHast : MNB/05/263 ’ ¢ JII-Ne(004669)-(PT-RU)

Homep PY

JIHIeH3Hs Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025 -

Page 10 of 11/ Cyp. 10 m3 11

API name / HanmenoBanue A®C:

Ketorolac tromethamine / Keroponaka TpomeramMuu

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

I'J1®:

Howmep cepun nponspoantens ADC: BRI D
FP Manufacturer API Batch number /
Homep cepun cyGCTaHIHM NPOH3BOAMTEISA FESA00218

API Manufactured by & country /
IIpoussoautenr APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., Uunus

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HaunmenoBaHHe, aapec, JIHIEH3US s
IIpounsBoacreennas miomaaka / Ilnomanka
KOHTpo.Js kavyecTsa / Ilnomaaka Boimycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

H-p Peqnu’c JlaGopatopuc JItn., Uunaus, [IpoussoncteeHHoe
nonpazgencuue-6, Bumi. Kxons, Hanarapx Poya, bamnu, {uctpuxt
Conan, X.I1., 173205, Uuaus (1uuexsus Homep MNB/05/263)

Dcclaration of certifieation: « hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is establishedy.

Remarks : The Product confirms to ND/

[Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboanusM HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Praveshy/ [Tposepeno: Pardeep ||[IpoBepeno (AOK): (|OnoGpeno: ObecneyeHne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JULO: .

Date / Date / Date / Date / D912 20¢"

Hara: 29.12.2025 Jlara; 29.12.2025 Hara: 29.12.2025 Hara:

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: LR5195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS /. 91 93166 56001-02

CEPTUPHUKAT AHAJIM3A www.drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MIpoaykr: Keropoa® Jkcnpecc (KeropoJak) Ta6/IeTKH, AHCIEPrupyeMble B 10J10CTH pTa, 10 Mr - !
Market / Poinok :Russia / Poceus |
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepust Ne ki O6Bem cepun © 36,00,000 Tab
Analytical Repourt No/ . 040003243643 Date of Analysis / - 99.12.2025
AHanurn4eckuit oryer Ne JlaTa anaju3a
Date of Manufacture / - 12/2025 Date of Expiry / - 1172027
JlaTa mpousBoacTBa T'open o
Mfg. License No. / MA number: /
IlpoussoacreeHHan . MNB/05/263 : . JII-Ne(004669)-(PT-RU)
| Homep PY
JIHneH3ust Ne
Analysis performed according ND: / Ananus npoeenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrep:xaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11
3akao4ueHHe 0 cooTBeTcTBHH: «HacTosAmuM s MOATBEPIKIAI0, YTO MpPUBEICHHAS Bhlle HHGOPMAIIHUS ABJISETCS
JIOCTOBEPHOM W TOYHOH. DTa cepHsd HMPOAyKLIUH NpoU3BeAeHA (BKIIOYass YMAaKOBKY (MapKHUPOBKY) M KOHTPOJb
Ka4ecTBa) Ha BBICYKA3aHHOH IIPOM3BOJCTBEHHOM IUIOMIAAKe (IUIONIAgKax) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMu IlpaBun Hajuiexamed NPOU3BOJCTBEHHON NpakTHKH EBpasHiiCKOro 3KOHOMHYECKOTO COI03a U
TpeOOBaHMAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPEICTB, a TAaKXKe B COOTBETCTBHM CO CIICHM(UKAIMAMM,
COEPKALUMHUCS B PETMCTPAIlMOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3allUCH MO IIPOU3BOJICTBY, YIIAKOBKE U AHATH3Y
IIPOBEPEHDLI, ¥ YCTAaHOBJIEHO MX COOTBETCTBHE TpebopaHusaM [IpaBun Hamexanied Mpou3BOJACTBEHHOM MPaKTHKU
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpogykT cooTBeTCTBYET TpeboBaHusM HJI 3axnouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Hogrotosneno: Pravesh , [|[Tposepeno: Pardeep  ||[Iposepeno (AOK): |[Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE
Rana / " ||[Kumar Amit Kumar JTHLLO:
/] . \ @)
/ - | N
— / / -~
~ ‘ {

Date / Date / Date / Date / 297))~2024"
Hata: 29.12.2025 Hara: 29.12.2025 Jarta: 29.12.2025 Hara:

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






