Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 92166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposiak) Ta6aeTku, AHCHEPrupyembie B moaoctu pra, 10 mr

Market / Poinok :Russia / Poccus S s

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

Cepus Ne V2302253 O0neM cepuu © 36,00,000 Tab |

Analytical Repo:‘t No/ - 040003195820 Date of Analysis / - 26.11.2025

AnanutHueckuii oryer No JlaTa anaan3a

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

Jara npouszBoacTBa T'ogen go

Mig. License No. / WA mmbers ]

IIpousBogcTBeHHast : MNB/05/263 : : JII-Ne(004669)-(PT-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Anann3 nposegen mo HJL: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yrBep:kaena: 21.04.2025

Pagelof11/Crp.1m311

I;.? Test / [lokazaTenn Results / PesynbTaThl 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. / Kpyrnbie mnockue
side. / Kpyrable miockue TabneTku ¢ (ackol, CBETJIO-KENTOro IBeTa C
TabneTKy ¢ Gackoii, cBeTNIOo- rpaBUPOBKOI «|» Ha OJ(HOH CTOpOHE.
XKEJITOTO L{BETA C IPABUPOBKOI
«I» Ha OIHOM CTOpOHE.

2 Identification / UaenTudpuxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks al the sae wavelength (L 2 wm). / YO-
CTEKTPBI IOTJIOLIEHHS HCTIBITYEMOTO pacTBopa U
pacTBOpa CTaHmapTHoro ofpasla KeTopoJaka
TPOMETAMHHA JOJKHbl UMETh MaKCUMYMBI NMpU
OITHOM W TOH e JJIMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/
[Ipumeuyanue: [IpoaykT cootBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akarodenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
MozaroTosneno: Yogesh ITposepeno: Pravesh  [|[Tpoeepeno (AOK): [|Oaobpeno: Obecneyenne kauecta/OTBETCTBEHHOE
Chauhan K; o Rana Amit Kumar JTHLO: é@)

f b / \ CH

b S ) N— -

/ — J i

Date / Dale / Date / Date / 27-1)-2¢ 15
Hara: 26.11.2025 Hata: 26.11.2025 Hara: 26.11.2025 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangang, india
Tel. +51 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCGO4507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Viil. Kho!, Nalagarh Road, Baddi,
Disct. Solan, H.P., 173 205, INDIA

4971 98166 56001-02

Tal
HGH

CEPTUPUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolﬁc) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropoa® Jkenpece (keToposiak) TabIeTKu, AUCHEPrHpPYEMbie B 0J0CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne PSS O6bem cepun " 36,00,000 Tab
Analytical Repo‘}’t No/ . 040003195820 Date of Analysis / - 26.11.2025
ARajuTHdecKuii oTyeT Ne Jlara aHanu3a
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JlaTa npou3BoacTBa T'omen no
Mfg. License No. / MA number: /
ITpousponcTBennas : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Homep PY
JTHuneH3us Ne
Analysis performed according ND: / Anann3 npoBegen no HJ[: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTtpyknus yreepxaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No

Test / IloxkazaTenn
Ne

Results / PesyanTaThl

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 ynepXuUBaHWs OCHOBHOT'O MHKa Ha

XpOMaTOrpaMMe  HCIBITYEMOTO pacTBopa
JOIDKHO COOTBETCTBOBATD BpeMeHH
yIep>KUBaHUs OCHOBHOTO MHKa Ha
XpomarorpaMMe  pacTBopa  CTaHJApTHOTrO

obpa3ua KeTopolaka TpoMeTaMHMHa (pasuen
«KonuuecTBeHHOE OnpeieNeHNen).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanne: [IpoayKkT cooTBETCTBYCT TpcOoBaHmam 111 Jaknwuenne: OJOLIEIIO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoaroTosneno: Yogesh IMposepeno: Pravesh  [|[Tposepeno (AOK): |[Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JIULIO: b
% S ,/ N S@
[/ 2
Date / Date / Date / Date / V712625
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984FLCO04507
WWW.drredays.cont



Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 14y - 4101 92166 56001-07

CEPTUPHUKAT AHAJIN3A

wyww.drreddys.corn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (KeTopoJiak) TabIeTKH, AMCHCPrHpyemMble B HOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus 4 ' U

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

Cepus Ne | O6bem cepuH © 36,00,000 Tab

Analytical Repovrt No/ - 040003195820 Date of Analysis / - 26.11.2025

AHaauTHyecKHi oTyeT No Jarta anaauza |

Date of Manufacture / . 10/2025 Date of Expiry / - 09/2027

Jara npousBoacTBa Togen 1o B

Mfg. License No. / MA number: /

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

JHIeH3Hs Ne

Analysis performed according ND: / Auanuz npoeegen nmo HJ/L: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / HucTpykuus yrBep:kaena: 21.04.2025

Page 3 of 11/ Ctp.3 m3 11

No
Ne

Test / [Toxa3zaTenn

Results / Pe3yabraTsl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

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 YACpXKUBaHUA ITHUKOB 2-
OyTUITHIpOKCHaHU30Ia U 3-
OYTUITHAPOKCHAHH30J]a Ha XpoMarorpamme
HCTIBITYEMOTO pacTBopa TOJDKHBI
COOTBETCTBOBAaTh  BpEMEHaM  YIEPKUBaHUA
MHKOB 2-0y TUITHAPOKCHAHN30J1A U 3-
OYTUITHAPOKCHAHM30/la HAa  XpOMarorpamme
pacTBopa CTaHAAPTHOTO obpasia
Sytunrunpokcuanmzona (pasgen «CoxaepxaHue
6yTUNTMAPOKCHAHH30IIAN).

Remarks : The Product confirms to ND/

IIpumeyanne: [IpoaykT cooTBeTCTBYET TpeboaHusaM HJJ

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Yogesh ITposepeno: Pravesh  |[[Iposepeno (AOK): ||Onobpeno: Ob6ecneuenue kauecTsa/OTBETCTBEHHOE
Chauhan /] Rana Amit Kumar THILLO: )

[/ 2 '
Date / Date / Date / Date /

Jara: 26.11.2025

Hara: 26.11.2025

Hata: 26.11.2025 Hara:

27-1]-202%

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500024, Telangang, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCGO450G7
WWW.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +91 98166 56001i-02

CEPTUDPUKAT AHAJIN3A

www.drreadys.com

Product : Ketorol Express (ketorolac) Orally Disintegraﬂg Tablets 10 mg
ITpoaykr: Keropon® Ixcnpece (keTopoJiak) TabaeTKH, AUCIeprapyemble B nostoct pra, 10 mr

Market / PoiHoK :Russia / Poccust -

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

Cepus Ne e O6nem cepun ~ 36,00,000 Tab

Analytical Repo:‘t No/ - 040003195820 Date of Analysis / . 26.11.2025

AHanuTHYecKHH oTueT No JlaTra anaauza

Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027

JaTta npou3BoacTBa T'ogen mo

Mifg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 ) 1 JITI-Ne(004669)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11

NNf Test / [loka3aTeab Results / PesynbraThl Specification / Hopma
3 Average weight / Cpeausns 69.6 mg / 69.6 mr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr a0 72,8 Mr (70,0 Mmr £ 4,0 %).
18/20 tablets - not more than + 10 %;
T e ———— 2/20 tablets - not more than + 20%. /
pesa— ! y:“v,velg c Complies / CooTBeTCTBYET 18/20 Tabnerox — He OGomee £ 10 %;
SERCRESET: sk 2/20 Tabnetok — He Honee + 20 %.
4 Disintegration time / 00 min 22 sec / 00 Mun 22 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctsb
5 Dissolution / PacTtBopenue Unit-1/ Tabn-1 100 % Not less than 75 % (Q) of CisH13NO3*CsH; 1 NO;
; (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Tabn-2 9% 75 % (Q) C;sHi3NO3*CsH11NOs (keroponaka
Unit-3 / Ta6n-3 97 % TPOMETaMHH) uepe3 15 MUH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 96 %

Remarks : The Product confirms to ND/
TMpumeuanue: TIponykT cONTRETCTRYET TpehoRaruaM HJT

Conclusion : APPROVED /
Jaknwuenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Yogesh [IpoBepeno: Pravesh [Tposepeno (AOK): [|Omo6peno: ObecnieueHue kauectsa/OTBETCTBEHHOE
Chauhan // Rana / Amit Kumar JTALIO: 7

/ A K
Date / l Date / Date / Date / Hap T -
Hara: 26.11.2025 Jara: 26.11.2025 Hara: 26.11.2025 Hara: 2 /2024

Registered Office:

8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500034, elangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1534FLCCO4507

wWww.drreddys.com




‘..0 Dr. Reddy's Laboratories Ltq.
y @ : e
Forrnulation Unit-6
Dr. Reddy S N® Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H P, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1o . 491 98165 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.cori

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -
Ipoaykt: Keropoa® Jxcnpece (keTopoJak) TabaerkH, AMcneprapyemMsle B HoJa0cTH pra, 10 mr
Market / PpiHOK :Russia / Poccus
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepus Ne } ¥2a022 O6bem cepHH © 36,00,000 Tab
Analytical Repourt No/ - 040003195820 Date of Analysis / - 26.11.2025
AnanuTHyecknii oTuet Ne Jlara anaansa
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
JlaTa npou3BoacTBa I'open xo
Mifg. License No. / MA number: /
IIpousBoacrBeHHAsn : MNB/05/263 ’ : JII-Ne(004669)-(PI'-RU)
Homep PY
JIHLeH3us Ne
Analysis performed according ND: / Ananus nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MacTpykuus yrsep:xaena: 21.04.2025

Page S of 11/ Cip. S m3 11

I}g Test / [TokaszaTesb Results / PesynabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHOCTh sieve is formed. / O6pasyeTcd omHOponHas
CyCmeH3Msi, TpOXOoJdlias CKBO3b CHTO ¢
pa3mepoM oTBepcTHii 710 MKM.
€ Impurities / Ilpumecn
1-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: /
1-runpoxkcuanamnor
KeTopoJiaka
1-keto analug ol ketuiolae / 0.06 % nol mute tan 0.8 %, / ne Gonee 0,8 %,
1-keToaHanor KeTOpoJlaKka
unidentified impurity / 0.02 % not more than 0.5 %; / ve 6onee 0,5 %,;
e IHUY Hast
HeUIeHTHULIMPOBaHHAS
npumech
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa Ipumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Tpoaykt cooTBeTcTBYET TpeboBanusM HJJ 3akawuyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INonrorosnexo: Yogesh [Mposepeiio: Pravesh  |TIpoeepeno (AOK): [|Ono6peno: Obecneyenue kauecta/OTBETCTBEHHOE
Chauhan ' A Rana ) Amit Kumar JULO: éﬁ?
: o~ 7 N Gl
ol j\/ P
Date / Date / Date / Date / 7, D 1)-2006
Hara: 26.11.2025 Hara: 26.11.2025 Hara: 26.11.2025 Hara:

Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIpN: L85195AP1924PLCCO4AS0T

www.drreddys.com

Registered Office: 8-2-3

37,
Tel: 491 40 42C0 2




Dr. Reddy's Laboratories Ltd

Qe
! 9 Forrnufation Unit-6
Dr. Reddy S “' Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. - 491 92166 56001-02
CEPTUOPHUKAT AHAJIA3A www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Jxcnpece (keropoJak) TabiieTky, IucneprupyemMble B MoJI0cTH pTa, 10 mr

Market / Ppinox :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne g WAlA] O6nbeM cepuu © 36,00,000 Tab
Analytical Repovrt No/ - 040003195820 Date of Analysis / . 26.11.2025
AHanHTHYeCKHH oTueT No JlaTa aHaau3a
Date of Manufacture / . 10/2025 Date of Expiry / - 09/2027
JlaTa npou3BoACTBa Tonen xo N
Mifg. License No. / MA number: /
IIponsBoacTBeHHasn : MNB/05/263 ¥ : JIII-Ne(004669)-(PT-RU)

Homep PY

JHneH3us Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / UacTpykuns yreep:xkaena: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

I}? Test / IlokazaTenb Results / PesynbTaThl Specification / Hopma
8 Water content / 25% Not more than 7.0 %. /
Copep:xanue BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble oOpranu4yeckyie pacTBOpHTEIH
Isopropyl alcohol / 22 pg/tab/ Not more than 350 pg/tab. /
H3zonponanon 22 Mxr B TabneTke He 6onee 350 Mkr B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIponyxT cootBeTcTBYeT TpeboBaHusIM HJJ 3akmiouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroenero: Yogesh [Iposepeno: Pravesh  ||[[Tposepeno (AOK): ||Omobpeno: Obecneyenne kauectBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JIULIO: Mj
y - | 4
t}‘ ; / " /\.—/ —
Date / Date / Date/ Date / Q;),_ 11 2004"
Jara: 26.11.2025 Hara: 26.11.2025 Jara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangang, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP 1984 PLCGO4507
www.drredd ys.com



Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS 12l : 491 92166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keTopoak) TabaeTku, AHCIeprupyeMblie B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § Yeohaaih O6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003195820 Date of Analysis / . 26.11.2025

Ananntuyeckuii oryer Ne Jara anananza

Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027

Jlara npou3BoACTBA I'onen 10

Mfg. License No. / MA number: /

I ponsBoacTBeHHas : MNB/05/263 e : JITI-Ne(004669)-(PT-RU)
Homep PY

JHIeH3Hs Ne

PIL version approved: / UncTpykuus yreepxkaena: 21.04.2025

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 70f 11/ Crp. 7 m3 11

i.f Test / [lokazaTens Results / PesynbTaThl Specification / Hopma
10 Microbiological purity*/ MukpoGuoaoruyeckas yucrora*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / o61ee yuciio He 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpraH13MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o6ee uncno we Gonee 10> KOE/r:
JIPOMOKEBBIX U TIIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B | I,
11 Uniformity of desage units / 3.7 Acceptance value (4V) not more than 15.0
OnHopoaHocTh [okasaress npuemnemMocTu (A V) nomkeH ObITh
N03HPOBAHHBIX €AHHHIL He 6oaee 15,0.

Remarks : The Product confirms to ND/
I1pumeuanne: Ilpoaykr cooTBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axnwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroneno: Yogesh [Tposepeno: Pravesh  ||[Ipoeepeno (AOK): [|Onobpeno: Obecnieuenne kadecTBa/OTBETCTBEHHOE
Chauhan N Rana ’ Amit Kumar " IO ﬂ}

v J N -~
Date / Date / Date / Date / 71202t
Hara: 26.11.2025 Jara: 26.11.2025 Hara: 26.11.2025 Hara: ‘

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Felangang, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1534FLCG04507

www.drreddys.com




Dr.Reddy’s ‘g".

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

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

CERTIFICATE OF ANALYSIS 1o 191 52166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keTopoaax) TabeTkn, Ancneprupyembie B 10/10¢TH pra, 10 mr

Market / Poinok :Russia / Poccus ]
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne V2502233 O0BeM cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003195820 Date of Analysis / . 26.11.2025
AnanuTuyecknii oTuer No JlaTa anannza
Date of Manufacture / - 10/2025 Date of Expiry / . 09/2027
Jarta npon3BoacTBa T'open g0
Mfg. License No. / .
e — - MNB/05/263 MA number: / . JITI-Ne(004669)-(PT-RU)
Homep PY
_aunensus Ne

PIL version approved: / Uncrpykuus yreep:xaena: 21.04.2025

Analysis performed according ND: / Auanus nposenen no H/I: JITI-N2(004669)-(PT -RU)-1902271

Page 8 of 11/ Cup. 8 m3 11

1;.? Test / [TokasaTenb Results / Pe3ynbTaThl Specification / Hopma
12 Assay / KonnyecTBeHHOE 10.0 mg / 10.0 mMr From 9.0 mg to 11.0 mg of
onpenesieHHe (99.9 %) C15H;3NO3°C4H | NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mMr o 11,0 mr
C|5H|3NO3°C4H1 1NO3 (KCTOpOJ'[aKa
TpoMetamuH) (ot 90,0 go 110,0 % ot
3asBIEHHOr0 KONMYeCcTBa) B TabneTke.
13 Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab. /
content / CopnepxaHie 0.0919 mr B Tabnetke He menee 0,042 mr B TabneTxe.
Oy THIrNAPOKCUAHU30IA

Remarks : The Product confirms to ND/
IMpumeyanne: IIpoaykT cooTBeTCTBYET TpeboBaHuAM H/J

Conclusion : APPROVED /
3axmoueniie: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoaroroeneno: Yogesh [posepeno: Pravesh  |[ITposepeno (AOK): [|OnoGpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE
Chauhan 7/ Rana Amit Kumar nHLO:

/ . ~ Ax @

7/ ; ¢

[/ f\'/ ¥ il )
Date / Date / Date / Date / 27412024
Hara: 26.11.2025 Hara: 26.11.2025 JHata: 26.11.2025 Hara:

Registered Office: 8-2-237, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L351954P1934FLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-5

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel ;421 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreadys.com

lf’roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoagykr: Ketopon® Dxenpecc (keroposax) Tabjaerku, ANCHEPIHpPYeMbie B OJ0CTH pTa, 10 Mr

' Market / Pbinok - :Russia / Poceus -
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepusn Ne fy V25023 O0bem cepHH © 36,00,000 Tab
Analytical Repo:'t No/ . 040003195820 Date of Analysis / . 26.11.2025
AHajuTHYeCcKHI oTyeT No JlaTa anaau3sa
Date of Manufacture / - 10/2025 Date of Expiry / - 09/2027
Jara npousBoacTBa I'ogen xo
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAs - MNB/05/263 . : JITI-Ne(004669)-(PT'-RU)
Homep PY
JHneH3us Ne

Analysis performed according ND: / Ananus nposenen no H/I: JHI-N9(004669)-(PF—RU)-190224
PIL version approved: / MacTpykuus yrBepaaena: 21.04.2025

Page90of 11/ Crp.9 m3 11

i.no Test / lokasaTenb Results / PesyabTaTsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6nucrepe u3z (ITA/AJVIID ¢
BnaromnornotureneM/T1IBIT)
donwru // (II13/AJ1) donbru. o
2 6nucTtepa BMECTE C JIMCTKOM-
BIJIAbILIEM B HavKy
KapTOHHYIO.

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetok B Gnuctepe u3
(TIA/AJVTID ¢ Bnaronornotutenem/I15BIT)
doneru // (IID/AJT) doneru. ITo 1 wmmm 2
Onuctepa BMeCT€ C JIHCTKOM-BKJIAIBIIUEM B
MavykKy 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.
* IIpu BbINycKe JIeKapCTBEHHOr0 NpenapaTa KOHTPOJIb KauecTBa 10 nokasare/io «Mukpoduojoruyueckas
YHCTOTA» NPOBOAUTCS IS Kaxaoii 20-oit cepun, WK ANs OAHOI CepHH B rod, B 3aBHCHMOCTH OT TOI'0, YTO

HACTYMHUT paHbIlie.

Remarks : The Product confirms to ND/
IIpnmeyanue: [TpogykT cooTBETCTBYET TpeboBaHmsaM HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Yogesh ITposepeno: Pravesh [Tposepeno (AOK):  ||Omobpeno: ObecniedeHue kauecTBa/OTBETCTBEHHOE
Chauhan ~ / Rana 9 Amit Kumar Muo: @

/) v ~ A &

va b | M

/ o~ / v

Date / Date / Date / Date / 27-1)-2024
Iara: 26.11.2025 Hara; 26.11.2025 Hara: 26.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjura Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 42C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTU®PUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jxcnpece (keropoJiak) TabjieTkH, AMCHEprupyemblie B H0J10CTH pTa, 10 Mr - |
Market / PoiHoK :Russia / Poccus |
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne h WESlEeD O6bem cepHH © 36,00,000 Tab
Analytical Repo:‘t No/ . 040003195820 Date of Analysis / - 26.11.2025
AHanuTHYecKH#H oTueT Ne Jara ananuza
Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027
JlaTta npon3BoacTBa T'open no
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PI'-RU)
Homep PY
| THmen3us Ne

i Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

| PIL version approved: / Mucrpyknus yrBepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenopanue A®PC:

Ketorolac tromethamine / Ketoponaka TpomMeTaMHH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npouspoguteias ADC:

ABSH001208, ABSH001414

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIMH NPOUH3BOAUTENA
) Lo R

FESA00169, FESA00170

API Manufactured by & country /
Opoussoautens ADPC, crpana:

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

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

IIaumcHoBanuc, agpece, JHICIIHA I
IIpon3BoacTeennas nuomagka / Ilnomanka
KOHTPOJIsi kadecTBa / Ilnomaaka seinycka

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

MNB/05/263) /

I p Pepmii’c Jla6oparopuc JIta., Munus, [IpomssoacTeenioe
nonpasaenedue-6, Bunn. Kxons, Hanarapx Poyn, bagou, Jducrpukr
Comnan, X.I1., 173205, Unaus (muueHzus Homep MNB/05/263)

Declaration of certification: «I 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/
TTpumevanne: [INOOYKT COOTBETCTBYET TpeGoBaHuAM HI

Conclusion : APPROVED /
3axmouenne; OQJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
Ioarorosneno: Yogesh [TpoBepeHno: Pravesh  ||[IpoBepeno (AOK):
Chauhan // Rana Amit Kumar

(/ '//,.,/ Z/ [\*’,i

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE

JTHLO: 2 % )

Date / Date /
Hara: 26.11.2025 Hata: 26.11.2025

Date /
Hata: 26.11.2025

e )T 2035

Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@0
’ °® Forrnulation Unit-6
Dr’ Reddy S q-‘ Vill. Kho!, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tl - 407 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disint;grating Tablets 10 mg
ITpoaykr: Ketopoa® Dxcupecc (keTopoJiak) TabieTky, JuCnepripyembie B MoJI0CTH pra, 10 mr - N
Market / Poinok - :Russia / Poccus o
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne  WAS0REEE Oo0nemM cepuy © 36,00,000 Tab
Analytical Repo:’t No/ . 040003195820 Date of Analysis / - 26.11.2025
AHaUTHYECKHH oTueT No JlaTa aHam3a
Date of Manufacture / . 10/2025 Date of Expiry / . 09/2027
Jara npou3BoacTBa _ I'onen no
Mfg. License No. / MA number: /
IIpoussoacTBeHHAR : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY
JIHueH3ust Ne
Analysis performed according ND: / Ananus nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025 o N

Page 11 of 11/ Crp. 11 m3 11
3akioyenue o coorBercrBum: «Hacrosmum st HOATBepXKAar0, YTO MpPUBEICHHAs BbIle HHGOpPMAIHs sABIIETCS
JNOCTOBEPHOH M TOYHOH. DTa cepus MPOMYKIHH Npou3BelieHa (BKIOYAs yNakOBKY (MapKHpPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBINIEYKa3aHHOW IPOM3BOJACTBEHHOW mjomajke (IUIomagkax) B IIOJHOM COOTBETCTBHH C
TpeboBaHusMU [lpaBui Hajnexamed IPOH3BOACTBEHHON MpakTHKH EBpa3suiicKoro 5KOHOMHYECKOTO CO03a H
TpeOOBaHUAMHM KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXKE B COOTBETCTBHH CO CHEUMUKAIUIMHY,
COJIEPKAIUMHUCS B PETUCTPALIMOHHOM JI0Che CTPaHbI-UMIIOpTepa. 3alKCH 110 IPOU3BOJCTBY, YIIAKOBKE M aHAIIU3Y
IIPOBEPEHBI, ¥ YCTAHOBJIEHO UX COOTBETCTBUE TpeOoBaHMsM [IpaBuin Hajexalneil MpoU3BOACTBEHHOMN NPAKTHKH
EBpa3uiickoro 3KOHOMHYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I[Ipumeyanune: IIpoaykt cooTBeTcTBYET TpeboBaHUsAIM HJI 3aknwyenne: OJOBPEHO
Pre;aredv by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Yogesh Tlposepeno: Pravesh  ||{[Tporepeno (AOK): ||Onobpeno: Obecneyenue kayectBa/OTBETCTBEHHOE
Chauhan V74 Rana ' Amit Kumar JTHLLO: 7

/4 by [ \ fiL«

4 //; . " ) [

k¥ / P
Date / Date / Date/ Date /
Jara; 26.11.2025 Jara: 26,11.2025 Hara: 26.11.2025 Hara: Q%///’){Wf

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC0O04507
www.drreddys.com




