Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nailagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, iiNDIA

QGS GA TROT <03

» S S

www.direddys.com

CEPTUOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dxcupece (ketoponiak) TabieTKH, AHcHeprupyembie 8 nojgocts pra, 10 mr
Market / Poinox :Russia / Poccust
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
Cepus Ne f V2SUL0 O6bem cepun © 36,00,000 Tab
Analytical Repo“rt No / - 040003231252 Date of Analysis / . 2212.2025
AHanuTH YecKHil oTyeT Ne JlaTra ananusza
Date of Manufacture / - 12/2025 Date of Expiry / - 112027
Jarta npousBoacTBa T'oaen g0
Mfg. License No. / MA number: /
IIponsBoacTBeHHast : MNB/05/263 : . JIII-Ne(004669)-(PT-RU)
Homep PY
JIHIeH3HsA Ne
Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HucTpykuus yreepxaena: 21.04.2025

Pagelof 11/ Crp.1 n3 11

No

No Test / [Moka3zaTenn Results / PesynabTaThl 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. / Kpyrnwie miockue
side. / Kpyrible nnockue TabneTku ¢ (ackoi, CBETNIO-XENTOro LBeTa C
TabneTku ¢ $packoi, ceeTno- rPaBUPOBKOH «I» Ha OJIHOM CTOpPOHE.
MKEJITOrO LBETA C IPABUPOBKOM
«l» Ha 0HOIi CTOPOHE.

2 Identification / UnenTnpnxauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y®-
CIIEKTPBI NOMJIOILEHUS UCTIBITYEMOrO PacTBopa 1
pacTBopa CTaHZapTHOro obpasua KeTopoJaka
TPOMETaMHHa JOJKHBI UMETh MaKCHMYMBI IIPH
OIHOM U TOM e JUIMHE BOJHBI (£ 2 HM).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Ipumeuanue: IIponykT cooTBeTCTBYET TpebGoBaHusiM HJT 3akmwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [TpoeepeHo: Pardeep |[[Ipoeepeno (AOK): ||Omobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana i Kumar Amit Kuma JHLO: y

/ unt. mi r e o (2&

i CJ—”’ \\,,«'/ - >

4
Date / Date / Date / Date / 22122028
Hara: 22.12.2025 JlaTa: 22.12.2025 Hata: 22.12.2025 Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, yderabad - SUUUZA, Telangana, Thaia

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

CIN: L85195AP1984P1C004507
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. 5o0lan, A.P, 173 205, INDIA

Tol + +971 22165 560071-02

CEPTHOPUKAT AHAJIM3A

ww/w.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxcnpecc (keroponak) TabieTkH, AHCHeprupyeMble B I0J0CTH pTa, 10 Mr

Market / Poinox

:Russia / Poccus

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

Cepusn Ne ¢ Vol o O6bemM cepun © 36,00,000 Tab

Analytical Report No/ - 040003231252 Date of Analysis / . 92.12.2025

AHanuTHYecKHi oTueT Ne Jarta ananuza

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

JlaTa npoH3BOACTBA T'ogen ao

Mifg. License No. / MA number: /

IIponsBoacTBeHHAR : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)
Homep PY

JHIeH3usT Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknus yrepxaena: 21.04.2025

Page2 of 11/ Crp.2 m3 11

No
Ne

Test / [Toka3aTenb

Results / PesynbTaThl

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 ynepxuBaHUS OCHOBHOI'O MNMKa Ha
XpoMaTtorpamme HCIIBITYEeMOro pacTtBopa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIOEpP)KUBAHUSA OCHOBHOT'O MHKa Ha
XpomarorpaMme  pacTBOpa  CTaHIAapTHOTO
ofOpasua ketoposiaka TpoMeTamMHHa (pasnesn

«KonuiecTBEeHHOE ONpENeNeHIe).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT cooTBeTCTBYET TpeboBaHusam HJ{

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /

[ToarorosneHo: Pravesh

Checked by /

Checked by (AQA) /

[Tposepeno: Pardeep ||[Ipoeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenne kauecTBa/OTBETCTBEHHOE

Rana ; Kumar QI/, Amit Kumar o [||mmmo: Cﬁ
- / 3 ﬁ\\.—/" i (
. > ;
|
Date / Date / Date / Date / 291220t
Mara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:
Registered Ofiice: 8-2-337, Road No. 3, Banjara Hils, Hyderabad - STU03T, Telangana, Tndia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC004507

www.drreddys.com




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS  7el: 919216655001 02

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr : Keropoa® Jkenpece (keTopoak) TabaeTKH, JucneprupyemMble B 0JOCTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepua N2 § V250240 O0beM cepun © 36,00,000 Tab

Analytical Repo‘f't No/ . 040003231252 Date of Analysis / - 9212.2025

AHaanTHYecKHi oTueT Ne JaTa anau3a

Date of Manufacture / . 12/2025 Date of Expiry / . 1112027

Jara npoussoacTsa I'oxen no

Mfg. License No. / MA number: /

IponssoacTBeHHas : MNB/05/263 H ’ : JIII-Ne(004669)-(PI'-RU)
omep PY

JHIeH3us Ne

Analysis performed according ND: / Anann3 nposenen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yrBepakaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

2.? Test / IlokasaTenn Results / PesynbTaTthl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymuneudpoxcuanuzon 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 YIEpP)KUBaHHUS IMHKOB 2-
O6yTHArMIPOKCHAHU301a 51 3-
OyTWITHAPOKCHAHW30/1a Ha  XpOMarorpaMmme
HCIBITYEMOTO pacTBOpa IJOJDKHBI
COOTBETCTBOBaTb  BpEMEHaM  yHepXXHBaHUA
NUKOB  2-OyTWArMapokcuaHu3ona d  3-
OYTHNTUADOKCHAHU30Jla Ha XpOMarorpamme
pactBopa CTaHIapTHOTO obpasua
6yTunrunpokcuanuzona (pazmen «CopepxaHue
OYTUITHAPOKCHAHU30TIAY).

Remarks : The Product confirms to ND/

[Ipumeuanne: Ilponykr cootBeTcTBYET TpebOBaHMAM HJI

Conclusion : APPROVED /
3arurouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IoxarorosneHo: Pravesh [Tposepeto: Pardeep  ||[Iposepeno (AOK): [|Omodpeno: Obecneuenue kadecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar N BT @

%/ Ob' J‘\ ",{( et s
Date / Date / Date / Date / 0219202
Hara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 JaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, ilyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Maiagarh Road, Baddi,
Distt. Solan, H.P.,, 175 205, INDiA

Zia A& 00 20U
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)
)
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wWww.drredadys.com

CEPTUHOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Ixcnpece (keroposnak) TabeTKH, AHCHEPrUpyeMble B 0JOCTH pra, 10 Mr

Market / Poinok

:Russia / Poccus

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

Cepus Ne V23024235 O6bem cepun © 36,00,000 Tab

Analytical Repovrt No / . 040003231252 Date of Analysis / - 9212.2025

AHanmuTHYecKkHit oTueT Ne Jara ananusa

Date of Manufacture / 122025 Date of Expiry / 1172027

JlaTa npoH3zBOACTBA T'onen no

Mfg. License No. / MA number: /

IIpoussoacTBeHHAsT : MNB/05/263 : . JIII-Ne(004669)-(PT'-RU)
Homep PY

JaMueH3us Ne

Analysis performed according ND: / Ananns nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yreep:xaena: 21.04.2025

Page4 of 11/ Crp.4 m3 11

‘l:.? Test / IlokasaTens Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpenunsis 70.0 mg / 70.0 mr 672mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr no 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %:;
Uniformity of weight / 2/20 tablets - not more than =+ 20 %. /
Om ormity of welg Complies / CooTBeTCTBYET 18/20 Tabnerox — He Oomee =+ 10 %;
AHOPOAHOCER MACCEL 2/20 Tabnetox — He 6onee x 20 %.
4 Disintegration time / 00 min 30 sec / 00 muH 30 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocrts
5 Dissolution / PactBopenue Unit-1 / Ta6n-1 100 % Not less than 75 % (Q) of CisH;3sNO3*C4H; 1 NO;
. (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2./ Ta6x-2 100% | 750, (Q) CisH3NOs*C4HNO; (keToponaka
Unit-3 / Tadn-3 102 % TPOMETAMHUH) Yepe3 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanne: [IpoayKT cooTBeTCTBYET TpeboBaHuam HJJ 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: Pravesh [IpoBepeHo: Pardeep ||ITpoBepero (AOK): ||Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIHLO: .
'j Q'L - 3 o= K’(w
1
Date / Date / Date / Date / 2.2-12-203¢
Hara: 22.12.2025 Jara: 22.12.2025 Jara: 22.12.2025 JHara:
RCLISIETET OTHLE: 82 057, NUAU V0, 3; DaTars TS, Ty UeT st — S Oo T, ot G et 1o 1o

Tel: +91 40 4900 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507

www.drreddys.com




Dr.Reddy’s

1

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

s &

wivw.drredcvs.corm

CEPTHOUKAT AHAJIN3A

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

IIpoaykr: Keropoa® Jkcnpece (keroposnak) TabieTku, JHCIEprupyemble B H0J0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / _36,00,000 tab /
Cepusa Ne R W2502420 O6bem cepuu " 36,00,000 Tab
Analytical Repo:*t No/ - 040003231252 Date of Analysis / . 92122025
AHaauTHYeCKHH oTueT Ne JlaTa ananusa
Date of Manufacture / - 12/2025 Date of Expiry / - 112027
Hdara npoHn3BoacTea TI'ogen oo
Mfg. License No. / MA number: /
IlponsBo/cTBeHHAS - MNB/05/263 P . JIII-Ne(004669)-(PT-RU)
Homep PY
JHueH3us Ne

Analysis performed accoraing ND: / Anann3s nposegen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yreep:xkaena: 21.04.2025

PageSof11/Crp.Sm311

1;.00 Test / ITokazaTeanb Results / Pe3yabTaThb! Specification / Hopma
6 Particle size distribution / Complies / CooTBEeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pasyercs oagHOpOIHASA
cycnmeH3us, Tmpoxonsduias CKBO3b CUTO C
pasmepoM oTBepcTuii 710 MKM.
7 Impurities / IIpumecn

ketorolac: /

KEeTOpoJaKa

1-hydroxy analog of

1-ruapokcuananor

Below LOD (LOD = 0.0010 %) /
Hmxe npenena o6HapyxeHus

(I10 = 0.0010 %)

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

1-keto analog of ketorolac /
1-keToaHanor KeTopoJsiaka

0.03%

not more than 0.8 %; / He Gonee 0,8 %;

unidentified impurity /

COUHHYHasA

NpUMech

HeUICHTUPULIUPOBAHHAS

0.04 %

total impuriti

CcyMMa npumecei

es/

0.1 %

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

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

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHMAM HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITonrorosnexo: Pravesh [Mposepeno: Pardeep  ||TTposepero (AOK): [|Onobpeno: Obecneuenne kayectBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar N JTHILIO: g
- ‘ v
Date / Date / Date / Date / N2 -2 202
Hara: 22.12.2025 Hata: 22.12.2025 Hara: 22.12.2025 Hara:
Registered Oriice: 8-2-337, Road No. 3, Baljdars IS, Ryderaoad - oo, TEamEang, o

Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe Formulation Unit-6
Dr. Reddy’s ‘.o Vil Khol, Nalagarh Road, Badd,
¢ Dictt, Solan, H P 173 205, INDIA

CERTIFICATE OF ANALYSIS oo o0

CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jkcnpecc (keroponak) TabieTku, AHCHepIrHpyeMble B moocTa pra, 10 mr

Market / Puinox :Russia / Poccus

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

Cepusn Ne i V2502426 O6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003231252 Date of Analysis / . 92122025
AHanuTHYeCKHI oTyeT Ne JlaTta ananu3a

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

Jara npon3soacraa I'ogen oo

Mfg. License No. / RIA ke /

IlpousBoacTBeHHas : MNB/05/263 ’ . JIII-Ne(004669)-(PT-RU)
i Homep PY

Junensust Ne o

Analysis performed according ND: / Ananu3s nposeaen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrsepaaena: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

1}:’ Test / [loka3zaTesib Results / Pe3ysabTaThl Specification / Hopma

8 Water content / 24 % Not more than 7.0 %. /
CopepaxxaHue BoOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4Hble OpraHuyecKHe pacTBOPHTENH
Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab. /
Usonponaxon 6 MKT B TabneTke He 6onee 350 mkr B Tabnetke.

Remarks : The Product confirms to ND/
IIpumeyvanue: IIpomgykT cooTBeTCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moaroroenexo: Pravesh [Ipoeepeno: Pardeep ||[Tposepeno (AOK): ||Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar TTHLO: :

{ A &

(L Q& {\\‘ /.// >

-
Date / Date / Date / Date / 929122604
Hara: 22.12.2025 Hata: 22.12.2025 IHara: 22.12.2025 Jara:

Registered OIIce: B-2-357, Road MO. 3, Ban|afa [, Hyo

TTanAt = SOUO ST, TSanEanE, o

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s "6.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 ¢€8166 56001-02
www.drreuovs.com

CEPTU®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropon® Dxenpece (keroposiak) TabJieTKH, AHCNEPrHpyeMble B OXOCTH pTa, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne § Waale O6Bbem cepun * 36,00,000 Tab
Analytical Repo:'t No / . 040003231252 Date of Analysis / 99122025
AHanuTH YecKHii oTueT No Jata ananuza
Date of Manufacture / - 12/2025 Date of Expiry / 112027
Jara npoH3BoaCTBA TI'ogen oo
Mfg. License No. / v r T———
IIponsBofcTBeHHAS : MNB/05/263 ) ;. JII-Ne(004669)-(PT-RU)
Homep PY
| THnen3Hsa No

| Analysis performed according ND: / Ananuz nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuuns yreepkaena: 21.04.2025

Page 7of 11/ Crp. 7 n3 11

ioo Test / [lokasaTeab Results / PesyabTaThi Specification / Hopma

10 Microbiological purity*/ Mlll&baﬁlIOHOFquEKaﬂ yucToTa*

Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / obiee yucno He 6onee 10° KOE/T;

a’poOHBIX MUKPO-

OpraHu3MOB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / obuiee uucno He 6osee 10> KOE/T;

OPOXOKEBBIX U TLTECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 7.3 Acceptance value (4V) not more than 15.0
OaHopoaHOCTB ITokazaTens npuemnemMocti (A1) noxeH ObITh
A03UPOBAHHbLIX eAMHHL] He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioxarorosneno: Pravesh [Tposepeno: Pardeep  ||TIposepeno (AOK): [|OmobpeHo: Obecnieuenne kauecTsa/OTBETCTBEHHOE
Rana P ' Kumar ‘Amit K?mar \ JIHLIO: Q&;

s 1 QI' e |\.—/' =

‘ {
Date / Date / Date / Date / Q212 ~200%
Hara: 22.12.2025 Hara: 22.12.2025 Jara: 22.12.2025 Hara:

YO ETa = Soo0 =, Tela TR, T

Regislerad Ufiice: B=Z-327, R0ad NO. 3, BanjaTs miis,

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984P{ 004507
www.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 172 205, INDIA

fel - +91 981e6 28001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa®™ Dxenpece (keToposak) Tabiaerks, Aucneprapyemsie B mos1octn pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne ¥ ¥2300430 O6bem cepun ©36,00,000 Tab

Analytical Repourt No/ - 040003231252 Date of Analysis / . 9212.2025

AHandTHYecKHif oTyeT Ne Jlara ananauza

Date of M anufacture / - 12/2025 Date of Expiry / - 11/2027

Jlata nposs3BoACTBA Iojen 10

Mfg. License No. / NA il |

IIponsBoxcTBeHHas : MNB/05/263 : . JIIT-Ne(004669)-(PT'-RU)
Homep PY

aunensist Ne

Analysis performed according ND: / Anaan3 npoBenen 1o HA;: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpyknus yrsepaaena: 21.04.2025

Page80f11/Crp.8 m3 11

1;.:’ Test / [loka3zaTens Results / Pe3yabraThi Specification / Hopma
12 Assay / KosiuecTBeHHOe 9.9mg/9.9 mr From 9.0 mg to 11.0 mg of
ompenesieHne (99.0 %) CisH13NO3*C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
Ci5H13NO3*C4H,1NO; (xeToponaka
Tpometamuu) (ot 90,0 no 1100 % ot
3asBJIEHHOTO KOJIMYeCTRa) B TabeTke.
13 Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0943 mr B Tabnetke He menee 0,042 mr B TabneTke.
Oy THNTHAPOKCHAHHU30/1A

Remarks : The Product confirms to ND/

Ipumesanne: [Ipogykt cooTBeTCTBYET TpedoBanmam HJI

Conclusion : APPROVED /
3axknwyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTopneHo: Pravesh ITposepeno: Pardeep ||[[IpoBepeno (AOK): |[Omobpeno: O6ecnedenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JTHUO:

} ., k"
Date / Date / Date / Date / 0211 202K
Hara: 22.12.2025 Hara: 22.12.2025 Hata: 22.12.2025 Jara:

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

www.drreddys.com

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

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

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

1 AR Al i
LG 20UV s

www.diredays.com

CEPTUOUKAT AHAJIU3A

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

ITpoaykr: Keropoa® Jxenpece (keToposak) Tabierkn, aucneprupyemsie B MoJOCTH pTa, 10 Mr

Market / Prinox

:Russia / Poccus

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

Cepus Ne it O6bem cepan " 36,00,000 Tab

Analytical Repovrt No/ - 040003231252 Date of Analysis / . 92122025

AHaguTHYecKHH oT4eT No Jlara ananuza

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

JlaTa npoH3BoJcTBA T'ogen xo

Mfg. License No. / MA number: /

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

Juuen3us Ne .

Analysis performed according ND: / Anajiu3 nposeieH mno H,ZI JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuns yrBep:kaena: 21.04.2025
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i.g Test / ITokazarens Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ynakoBKH (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 Tabnetox B
bnucrepe u3z  (ITA/AJI/TID ¢
Brnaronorioturenem/I1OBIT)

¢oneru // (IT2/AJ1) donsru. Ilo
2 6nmcTepa BMECTE C JIMCTKOM-

blisters with patient information leaflet in a
carton pack. / ITo 10 Tadnetok B Gnuctepe u3
(TTA/AJV/ITD ¢ snaronornotutenem/I12BIT)
¢oneru // (IID/AJI) doneru. ITo 1 wmmm 2
6nucTepa BMecTe C JIMCTKOM-BKJIA[bILUEM B
Ma4yKy KapTOHHYIO.

BIUTAJIBILIEM B
KapTOHHYIO.

nayky

* 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.

* TIpH BbINyCKe JIEKAPCTBEHHOTO NMpenapaTa KOHTPOJIb KayecTBa Mo nokasaresto «MukpoGuosoruueckas
YHCTOTA» MPOBOAUTCS AJIA KaxA0i 20-0ii cepuu, WM ISl OHOI CEPHHU B Toj, B 3aBHCHMOCTH OT TOr0, YTO

HaCTYNHUT paHblle.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuannue: IIponykr cootBeTcTBYET TpeboBanusm HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IloaroropneHno: Pravesh [IposepeHo: Pardeep  |[[Tposepeno (AOK): ||Omobpeno: Obecneyenne kauectBa/OTBETCTBEHHOE
Rana 1 Kumar Amit Kumar JULO: e

~ A R

4 i{ \__)L & )\ i @

— i \ -—
Date / Date / Date / Date / 0212 202€
Hara: 22.12.2025 Hara: 22.12.2025 Jara: 22.12.2025 Hara:

Registered OTICE: 8-2-337, Road MO. 3, Banjara NS, Ayverapag - SOOU=T, TetaTRaTTa, s

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel 1 +919R166 5600102

www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Ketopos® Dxenpecce (keToponak) Tabinerky, AMCNeprupyembie B NOJIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

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

Cepus Ne R RS O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ 040003231252 Date of Analysis / - 92.12.2025

AHajuTH YecKuii oTyer Ne JaTta ananusa |

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

Jara npoH3BoacTBa Togen go

Mifg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ’ . JIII-Ne(004669)-(PT-RU)
Homep PY

Jnnensust No

Analysis performed according ND: / Ananu3 npoBeeH no ﬁli fm-N2(004669)-(PF -RU)-190224
PIL version approved: / UucTpykuus yrBepkaena: 21.04.2025

Page 10 of 11/ Crp. 10 n3 11

'API name / Hanmenosanne ADC:

Ketorolac tromethamine / Keroponaka TpomMeTaMHH

INN / MHH:

Ketorolac / Ketopoax

API manufacturer batch number /
Homep cepuu npounspoautens APC:

ABSHO001415

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH NPOU3BOJHTEIS
T JId:

FESA00171

API Manufactured by & country /
IIponseoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc JItn., Unaus

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

HanmeHoBaHue, ajpec, JHIEHIH IS
IIpousBoacTBennas nJomanka / [Lnomanka
KOHTPOJIA KavyecTsa / Ilnomaaka BeImycKa

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 Pennn’c Jlaboparopuc JIta., Unaus, [TpousBoncTeenHoe
nonpasaenexue-6, Bunn. Kxons, Hanarapx Poyn, bagmu, J{uctpukt
Conan, X.I1., 173205, Uuaus (nuuensus 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 established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuyanue: [Ipoxykt cooTBeTcTBYET TpeboBanmaM HJ| 3axntouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITogrorosneHo: Pravesh I[Tposepeno: Pardeep |[[Iposepeno (AOK): ||OmobpeHo: Obecneuenue kayectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar . JIULO: /]W
A\ — _ -
/{ { L+ -— J
Date / Date / Date / Date / 02-12r262K
Hara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:
RUDTSIETET OTITE, B a0 o7, RUSU 190, 3, DInars TS, Nyueiauat — Suooy, TeramEates, s

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

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Te!: +51 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Ikcnpece (keToposiak) TabieTKu, JHCIeprupyemble B IOJOCTH pra, 10 mr

Market / Poisok ‘Russia / Poccus

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

Cepusn Ne * W2302AT5 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003231252 Date of Analysis / . 92122025

AHanuTHYeCKHH oTyer No Jlara ananusa

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

JaTta nponsBoacTBa T'omen oo

Mfg. License No. / MA siunibers /

IIpoussoacTBenHan : MNB/05/263 ¥ . JIII-Ne(004669)-(PI'-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananns nposenen no HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HucTpykuus yreep:xkaena: 21.04.2025

3akinioyeHHe o0 cooTBeTcTBHH: «HacTosmum s TOATBEP)KIAr0, YTO IIPUBEICHHAS BbIIE MHPOpPMALMs ABIAETCI
IIOCTOBEPHOH W TOYHOU. DTa cepHus NMPOAYKIMH IPOM3BEJECHA (BKIIIOYas yNaKOBKY (MapKHpPOBKY) M KOHTPOJb
KauecTBa) Ha BBHIIIEYKA3aHHOH IIPOM3BOACTBEHHOH IUIOmMIAAKE (IUIOINAAKaX) B IIOJHOM COOTBETCTBHUU C
TpeboBanusaMu [IpaBun HaJyIexalei MPOU3BOJCTBEHHOM MpakTHKU EBpasuilckOro 3KOHOMHYECKOIO COI03a U
TpeOOBaHUAMH KOHTPOJIL KadyecTBa JIEKAPCTBEHHBIX CPENCTB, a TAakKe B COOTBETCTBHM CO crelUUKausIMHU,
COJIEPXKALTUMHUCS B PETHCTPAIIMIOHHOM JOChE CTPaHBI-UMIIOpTEPA. 3aIUCH IO IPOU3BOJCTBY, YIAKOBKE H aHAIH3Y
MPOBEpPEHb], U YCTAaHOBIIEHO MX COOTBETCTBHE TpeboBaHUsM [IpaBui Hajuiexameld IPOU3BOACTBEHHOM NPAKTHKU

EBpasnﬁcxor O O9KOHOMHYECCKOI'O COIO3a».
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanmue: IIponykT cooTBeTcTBYET TpeboBaHusIM HJL 3aknoyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: Pravesh [IpoBepeHo: Pardeep ||TIposepeno (AOK): ||OnobpeHo: Obecneuenre kauecTBa/OTBETCTBEHHOE
Rana /;,7 Kumar Amit Kumar JIMLIO: (ﬂ

= C\f‘{ II\.—IJ_/ /‘/
Date / Date / Date / Date / 09122005
Hara: 22.12.2025 Hara: 22.12.2025 Jlata: 22.12.2025 Hara:

Registered Oflice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - STUUZS, Telangans, naia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




