Dr.Reddy’s ‘?‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 9£166 56001-02

CEPTUDPHNKAT AHAJIU3A

wivw.drreddys.com

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

Hponyxr: Keropon® Jxenpece (keroponiak) Tab/1eTKH, AHCHEPrUDYeMble B N0JI0CTH pTa, 10 Mr

 Market / Prinok :Russia / Poccus _ |
Batch No/ ' Batch Quantity/ . 36,00,000 tab/
Cepust Ne } V250033 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 890001830749 Date of Analysis / . 31.08.2025
AHajauTHYecKHi oTder No Jara ananusa =2 =
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
JlaTa npoH3BoaCTBA I'ogen o
Mfg. License No./ MA —
TIpou3BoACTBeHHAs - MNB/05/263 DRI BCR: © JITI-Ne(004669)-(PT-RU)
Homep PY
JHuer3ua Ne |

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
| PIL version approved: / HucTpykuus yreep:xkaena: 21.04.2025

Page10f11/Crp.1m311

' No . .
| No Test / Tokazaresb Results / Pe3yabTaThl 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. / Kpyrneie nnockue
side. / Kpyrusle niockue TabneTku ¢ ¢acKo, CBETJO-KENTOro IBeTa C
TabneTku ¢ Ghackoi, cBeTo- rpaBUPOBKOH «b» Ha OIHOIT CTOpOHE.
| XKENTOro LBeTa ¢ IpaBUpPOBKOL

«» Ha omHOM CTOpOHE.

|'_ 2 Identification / HaenTudukaun

| “Ketorolac / Kemoponax

Complies / CooTBeTcTBYET |

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2nm). / Y-
CMEKTPH! MOTNOMIEHUS HCIBITYEMOr0 PacTBOpa U
pacTBOpa CTaHHapTHOro o0pasia KeToposiaka

TPOMETAaMHHA JOJDKHBI MMETh MAaKCHMYMBbI [IPH
OJIHOM M TOM AC AAMHC BOJHBI (L2 HM).

—

[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBercTBYeT TpeOoBaHusaM HJ 3akmwouyenue: O JOGPEHO
Prepared by / Tlonrorosneno: ||Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ramakant I lpoBepeHo: Ilposepeno (AOK): ||Onobpeno: Obecneuenre kauecTBa/OTBE TCTBEHHOE
@w\m Pardeep Kumar Amit Kumar  , UILO: M"“& Conef
i e | ¥ Jﬁj
Date / Date/ [[Date/ Date/ i A=
Hara: 31.08.2025 Hara: 31.08.2025 Iata: 31.08.2025 Hara: \3\(&& ke

Registered Office: 8-2-

a937
257,

Road No. 3, Banjara Hiils, Hyderahad

- 500034, Telangana, India

Tel +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLLC004507
www.drreddys.com



Dr.Reddy’s ‘3.‘

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoxykr: Keropoa® JIxcnpece (KeToposak) TabmneTku, AcHeprupyemMeie B moaocrn pra, 10 mr

Market / PoiHok :Russia / Poccus : = =
Batch No/ S SrsEiiies | Batch Quantity/ ~36,00,000 tab /
Cepns Ne 3 O6bev cepun* 36,00,000 Tab |
A tical i
nalytica Repourt No/ . 890001830749 Date of Analysis / . 31.08.2025
| AHanuTHUYEeCKHH oTyeT Ne JaTa ananmsza o ||
Date of Manufacture/ . 07/2025 Date of Expiry/ - 06/2027
Mara mpoussoncrsa Tozten 110 =
Mfg. License No./
TpowssoacTsennas . MNB/05/263 Sl AouiBor) . JIIL-Ne(004669)-(PT-R U)
Homep PY
JuneH3Hst Ne _J
Analysis performed according ND: / Ananns npoeeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224 |
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025 - i i
- Page2 of 11/Cvp. 2 m3 11
i.(: Test / [TokasaTesb Results / PeyabTartsi | Specification / Hopma
== = Complies / CooTBeTCTBYET The retention time of the main peak on the
chromatogram oftest solution should correspond
to that on the chromatogram of ketorolac
. tromethamine standard solution (Assay section).
. / Bpems ynepxuBaHus OCHOBHOTO NWKa Ha |
XpOMaTOorpaMme HCIILITYEMOTO pacTBopa |
| LODXHO COOTBETCTBOBATh BPEMEHH
| yIePIKUBAHHUS OCHOBHOT'O NUKa Ha
XpOMAaTOrpaMMe  pacTBOpa  CTAaHAAPTHOrO
obOpa3ua keropojiaka TpoMmeTaMHHa (pa3gen
«KonuuecTBEHHOE ONpeieNIeHUEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED / '
IIpumeuanne: IlpogykT coorBeTcTBYeT TpeboBaHHIM HJT 3aknuyenue: OJJOBPEHO
Prepared by / Iloarorosnedo: ||Checked by / | Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ramakant [Tposepeno: |Tiposepeno (AOK): ||Onobpeno: O6ecneueHue kauecTsa/OTBETCTBCHHOE
Ql&_ Pardeep Kumar Amit Kumar A oo \
Date/ Date/ Date / Date /
Hata: 31.08.2025 Hara: 31.08.2025  ||Hdara: 31.08.2025 JaTa: \?\ 2f 02 5

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Teiangana, India

Tel +91 40 4900 2900, Fax: +91 40 45C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com



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

L I
Dr.Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel :+91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : K&oﬁExprt;s_ ae_t(;rblac) Orally Dis?ntegra_tfng Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (keTopoaak) Tab1eTKH, AHCIeprupyemble B mojiocTh pra, 10 mr

I Market / Pemok :Russia / Poccna

' Batch No/ . Batch Quantity / 36,00,000 tab/
| Capmde: =i s b WAVESDD50 Olr et e © 36.00,000 Ta6 B
Analytical Repo:*t No / . 890001830749 Date of Analysis / - 31.08.2025
AnanuTHuecKHii oT4er No Jara aHanusa ——
Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027
| Mata mpon3soacTea - | Tonen go s
Mfg. Licenmse No./ MA ber: /
| HpousBoacTBenHas - MNB/05/263 [ e AT €L © JII-Ne(004669)-(PT-RU)

Howmep PY
gunensusa Ne . |
Analysis performed according ND: / Anann3s nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / Uncrpykuus yrBep:kiena: 21.04.2025

Page 3 of 11/C1p. 3 u3 11

1}2 | Test / IlokasareJpb Results / PesyabTaTh! Specification / Hopma |
| Butvlhydroxvanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bynuncud poxkcuaruson [ 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 YAep)KUBaHUS [UKOB 2- |
| ©yTunruapokcuaHusona u 3-
OYTUITHIPOKCHAHU30Ma HAa  XpOMarorpaMme
UCTIBITYEMOTO pacTBopa JOJDKHbI
COOTBETCTBOBATH  BPEMEHaM  YJep)KHBaHHUA
TIUKOB 2-6yTUnrHuapokcuaHuzona 0 0H 3-
OYTUIrHMIPOKCHAHH30JIa HAa  XpOMAaTorpaMme
pacTBopa CTaHJApTHOrO obpa3ua
Oytunruapokcuanuzona (pasgen «CopeprkaHue
6 yTUITUOIPOKCUAHHM30Ma»). J
|[Remarks : The Product confi rms to ND/ Conclusion : APPROVED /
erumeanne: IIponykT cooTBeTcTBYET TpeboBaHusam HJT 3axmoyenue: OJOBPEHO
Prepared by / IlogroroeneHo: ||Checked by / Checked by (AQA)/ "Approved by: Quality Assurance/Authorized person /
Ramaltant [pooeperro: Mposepeno (AOK):  ||Onobpeno: ObccncycHue KauccTBa/OTBCTCTBCHHOC
%&L@T Pardeep Kumar Amit Kumir/ A THLO: )
Date/ Date/ Date / Date /
Nara 31.08.2025 Mara: 31.08.2025  ||Mara: 31.08.2025 Jlata: Q= g5

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad -500034, Telangana, India
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507
www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwhww.drreddys.com

| PIL version approved: / Unctpykuus yreepxaena: 21.04.2025

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

IIpoaykr: Keropoa® Ixcnpece (KeTopoaak) TabreTKH, Ancneprapyemble B moJocti pra, 10 mr - B
Market / Prinok :Russia / Poccus = -
Batch No/ : | Batch Quantity/ - 36,00,000 tab /
Cepnsa Ne - V25003 | Obvem cepun * 36,00,000 Tab —
Analytical Repoﬁ No/ . 890001830749 Date of Analysis/ . 31.08.2025

| AHasiaThueckuii oryer Ne JaTta ananusa -

| Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

| laTa npon3BoACTBA T'onen o s !
Mfg. License No./ .

TpoHssoaCTBeHAan - MNB/05/263 g"‘ mumber:/ . JITT-Ne(004669)~(PT-RU)

omep PY

JaHneH3Hs Ne N

Analysis performed according ND: / Anasm3 nposeaen no HJI: JITE-Ne(004669)-(PI'-RU)-190224

Page 4 of 11/ Ctp. 4 m3 11

ig Test / [TokasaTesn Results / PesyabTaTsl Specification / Hopma
3 | Averageweight / C p emsas 69.3 mg/69.3 mMr 672mg to 728 mg (700mg + 4.0 %). VE
macca Or 67,2 Mr go 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 weig Complies / CooTBeTCTBYeT 18/20 Tabnetoxk — He Gosee £ 10%;
| ARIpEHeanS MG 2/20 tabnetok — He 6oee + 20 %.
4 Disintegration time / | 00 min 22 sec / 00 muH 22 cek Not more than 3 min. / He 6osee 3 MuH. T
PacnagaemocThb |
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 97% Not less than 75 % (Q) of C;sHisNO3*C4H;;1NO3
| : | (ketorolac tromethamine) in 15 min. / He menee
G2 a6l 97% | 75% (Q) CisHiNOs*C4H(NOs (ketoposniaka
Unit-3/Ta6n-3 96 % TpOMETaMHH) 4yepes 15 MUH.
Unit-4/ Tabn-4 96%
Unit-5/Tabn-5 98 %
Unit-6/ Tabn-6 100%
R emarksThe Product confirms to ND/ Conclusion : APPROVED /
lpumeuanue: llpoayxr cootetcTByer Tpebopanusm HJT 3akJouenue: OJJOGPEHO
Prepared by / [Togrotosneno: ||Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ramakant [Mpoeepeno: [Mposeperio (AOK). |[Omobpeno: Obecnedenne kavecTra/ OTBETCTBEHHOE
Pardeep Kumar Amit Kumar \ JIMLO:
v o o '
Q[—-—;‘ l/\ o= %o/—“
Date/ Date/ Date/ Date/ v K
Nara: 31.08.2025 Jlata: 31.08.2025  ||[Tara: 31.08.2025 || lara: Q) A0

Registered Office: §-2-337

, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 4G 4900 2900, Fax: +91 40 4800 2999, Email: marl@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com



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

Qe
Dr.Reddy,SS ‘_... Vill. Knol, Natagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS T1q : +91 98166 56001-02
CEPTUOUKAT AHAJIMN3A www.drreddys.com

Product : Ketorol Express (ketorolac) 6rall_yﬁisin_teg;agng Tablets 10 mg . ==
ITpoaykr: Keropoa® Jkcnpece (keTopo/iak) TaGieTKH, AHCHEPrupyeMble B HOJOCTH pTa, 10 mMr RO
Market / Pbinok :Russia / Poccus o T L]
Batch No/ : Batch Quantity / ~36,00,000 tab/
Cepus Ne : VV25005_3 | O6bem cepun " 36,00,000 Tab .
Analytical Repourt No/ . 890001830749 Date of Analysis / . 31.08.2025
AHanuTHIecKHE oTueT No JlaTa aHa/H3a =
Date of Manufacture / . 07/2005 Date of Expiry / . 06/2027
JlaTa npom3BoacTBa i 4 Topen o SN — il
Mfg. Licemse No./ .
IpossoacTRennan - MNB/05/263 R Am b et . JITI-Ne(004669)-(PT-RU)

Homep PY

Junen3ua Ne

| Analysis performed according ND: / Anamus nposegen no HJI: JII-Ne(004669)-(PT'-RU)-190224

| PIL version approved: / MacTpyknus yreepxaena: 21.04.2025

Page Sof 11/ Ctp. S m3 11

1;.‘: | Test / Iloka3aTenb Results / Pe3yanTaThl I Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET | A uniform suspension passing through a 710 pym
JucnepcHocTs sieve is formed. / OO6pasyercs oaHopoaHas
CYCNIEH3Us,, TMpOXO[siias CKBO3b CHTO C
pa3MepoM oTeepcTHii 710 MKM.
TS Impurities / [Ipumecn
l-hydroxy anglog of Below LOQ (LOQ = 0.0032%) /| not more than 0.5 %; / He Gonee 0,5 %;
ketorolac: / | Hwke npeaena KOJIMHCCTBCHHOI' O
| 1-runpokcuananor onpeaenenus (IIKO = 0.0032%)
KeToponaka
| . — " — - — |
| 1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ne 6onee 0,8 %; | |
l-keToaHaNOr KETOpOIaKa
unidentified impurity / 0.02% not more than 0.5 %; / ue Gonee 0,5 %;
€IMHHUY Hasl
HeMAeHTUG UUMpOBaHHAs
TIPUMECh I
total impurities / 0.1% not more than 1.0%./ we 6onee 1,0 %.
cymMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED / I
[Ipumeuanune: ITpoxykt cooTBeTcTBYET TpeboBaHMsAM HJT 3aknwuenue: OJOBPEHO
Prepared by / [lonrotoeneno: ||Checked by/ Checked by (AQA) / ||Approved by: Quality Assurance/ Authorized person /
Ramakant INposepetio: Mpesepeno (AOK):  ||Onxobpeno: Obecneuenne kauecTBa/ OTBETCTBEHHOE
Pardeep Kumar Amit Kumar JIHLLO:
ﬂ'@ . i ,\ 5
/"‘
Date/ Dale/ Date / Date/ =
~22Y%
Hata: 31.08.2025 JlaTa: 31.08.2025 Hara: 31.08.2025 Hara &\ng 2 g

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +9140 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUH®UKAT AHAJIN3A www.drreddys.com
|Product: Ketorol ]fxpress (ketorolac) Orally Disintegrating Tablets 10 m;,; e - B
ITpoaykT: Keropoa® Jkenpece (keToposiak) TabaeTkH, AMCIeprHpyemMbIe B noJocTy pra, 10 mr
Market / Peinok _:Russia / Poccus -
Batch No/ , | Batch Quantity / ~36,00,000 tab /
Cepus Ne | W250053 O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 890001830749 Date of Analysis/ . 31.08.2025
| AnanaTndeckuii oTyer Ne JlaTa ananu3a i -
Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2027
JaTa npoH3BOACTBA | T'onen mo
Mfg. License No./ MA —
TIpon3BoACTBEHHAS - MNB/05/263 e . JITI-Ne(004669)-(PT-RU)
Homep PY
ganensug Ne — —
Analysis performed according ND: / Ananus nposeagen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpy knus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

I;? Test / IToxa3zareb Results / Pe3yabTaThi Specification / Hopma
8 Water content/ 2.0% Not more than 7.0 %. / >
CoaepxxaHue Boapbl He 6osnee 7,0 %.
9 Residual solvents / OcTaTo4Hble OprasmecKie pacTBOPUTEJIH
| Isopropyl alcohol / 13 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 13 mkr B TabneTke He 6onee 350 Mkr B TabneTke. :
| S

Remarks: The Product confirms to ND/

Itpumevame: [Tpogykr cootercTBYET TpedopanusaM HJT

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Prepared by / [TogrorosueHo: |[Checked by / Checked by (AQA) / IIApproved by: Quality Assurance/Authorized person /
Ramakant %_ [posepeHo: IMposepeto (AOK):  ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Pardeep Kumar Amit Kupar 4 N0
‘-&/\‘7 P — / \
Qﬁ/; //D"ﬁ—"
Date / Date/ - Date/ Date/ K )
Hara: 31.08.2025 Hara: 31.08,2025 Jara: 31.08.2025 TMara; Q’AXIM ' “

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

CIN: L85195AP1984PLLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tdl : +91 98166 56001-02

Dr.Reddy’s ‘;.".

CEPTU®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
IIpoaykT: Keropo® Ikenpece (keToponak) Tab/IeTKH, AHCIEPrHpYeMble B MOJIOCTH PTa, 10 mr = i
Market/ Poinok :Russia / Poccus _ _ W &
Batch No/ . Batch Quantity / ~36,00,000 tab/ '
| Cepus Ne Al o O6bem cepun " 36,00,000 Tab .
Analytical Repovrt No / . 890001830749 Date of Analysis / . 31.08.2025
AHAJMTHYECKHA oTyeT Ne Jara ananusa = =
Date of Manufacture / . 07/2005 Date of Expiry / - 06/2027
Jara npousBoacTBa e I'ogen no -
Mfg. License No./ MA number:/
TIpoH3BOACTBeHHAs : MNB/05/263 e - JITI-Ne(004669)-(PT-RU)
Homep PY
Jnensus Ne
| Analysisperformed according ND: / Auanns nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
| PIL version approved: / MacTpykuus yreepxaena: 21.04.2025 .

Page 70f 11/C1p. 7 m3 11

N.N"? Test / [ToxazaTenb Results / Pe3yabTarTsl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosoruiyeckas uucrora*
Total Aerobic Microbial Less than 10 CFU/g / | not more than 10* CFU/g; /
Count / o0uiee uncno Menee 10 KOE/r l He 6onee 103 KOE/r;
- a3poOHBIX MHKPO-
OpraHu3MOB | |'
Total Combined Yeast and Less than 10 CFU/g / | not more than 10> CFU/g;/ l
mold count/ obiee yucno Menee 10 KOE/r He 6onee 102 KOE/T; |
IPOXKIKEBBIX U MJIECHEBBIX
rpubos
Escherichia Coli Absent in 1 gram / ~ shell be absent in 1 gram. /
OtcyrctByerB1 T OTCyTCTBHE B 1 T.

11 Uniformity of dosage units/ 8.7 Acceptance value (4V) not more than 15.0
OaHOpPOAHOCTD TIokazatens npuemiaemoctH (AV) nonxeH ObITH
N03UPOBAHHBIX €IHHUIL] He Oouee 15,0.

|

Conclusion : APPROVED /
3akmwuenune: OJAOBPEHO

Remarks : The Product confirms to ND/
[pumeuanue: [Iponykr cooTBeTCTRYET Tpeboanusam HIJ

|

Prepared by / [loarotosneno: ||Checked by/ Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
Ramakant [poeepevo: Flposepeno (AOK):  [|Oaodpeno: Obecnedenne kauecTBa/ OTBETCTBEHHOE
m Pardeep Kumar Amit Kumar A ATHILO:
{1y , 5
"
I R I =
- Date/ Datey Date / Date/ j "y
Iara: 31.08.2025 Feva: 3108.2025  |[fora: 31082005 [[flarss Q08 V° W

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

www.drreddys.com

-



Dr. Reddy's Laboratories Ltd.

Qe . :
/ ® Formulation Unit-6
DF.Reddy S l... Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 14 +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A  www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -
IIpoaykt: Keropoa® Ixenpece (keTopo1ak) TabieTKH, Ancneprapyembie g M0J0CTH pra, 10 Mr S
Market / Peinok :Russia / Poccus B ) )
Batch No/ ~ s ' Batch Quantfity / 36,00,000 tab /
_Cepnsa Ne o O6nbem cepun - © 36,00,000 Tab 2
Analytical Repo‘f‘t No/ . 890001830749 Date of Analysis/ - 31.08.2025
AHaguTHIeCKHH oTdyeT N Jlara anajmsa
Date of Manufacture / - 07/2025 Date of Expiry / . 06/2027
Jata npoussoacTea B Togen go ) -
Mfg. License No. / MA ber:/
M pou3BoaCTBeHHAs : MNB/05/263 ik - JIII-Ne(004669)-(PT-RU)
Homep PY
JuIen3nsa Ne — =
| Analysis performed according ND: / Anasm3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / HucTpykuus yTeepsiena: 21.04.2025

Page 8 of 11/ Cvp. 8 m3 11

i_(: ' Test / IlokazaTeb Results / PeyabTaThbl Specification / Hopma
12 | Assay / KoanuecTBeHHOe 10.1 mg/10.1 mr | From 9.0mg to 11.0 mg of |
' onpeaesieHue (100.5 %) | CisHisNO3*C4HyNO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jo 11,0 mr
C1sH13NO3*C4HINO3 (keToponaka
tpoMeramMuH) (ot 90,0 mo 110,0 % or
I 3a4BJICHHOr0 KOJIMYECTBA) B TA0JIETKE.
13 | Butylhydroxyanisole 0.0951 mg/tab/ Not less than 0.042 mg/tab. /
| content / Coaepixanne 0.0951 mr B Tabnetke He menee 0,042 mr B TabneTke.
| Oy THArUAPOKCHAHH30J1a
L Jiees =

Remarks : The Product confirms to ND/ |[Conclusion : APPROVED /
I[Mpumeuanue: IlporykT cooTBeTcTRYET TpeboBanmsam H]I 3axmwouyenue: OJOBPEHO

‘Prepared by / Hloarorosneno: ||Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/ Authorized person /
Ramakant ITpoeepexo: [posepeno (AOK):  ||Onobpeno: ObecrieueHne kauectra/ OTBETCTBEHHOE

“_&‘ Pardeep Kumar Amil Kumar A JTHLLO:

Date / Date/ Date/ . Date/
Jata: 31.08.2025 Hara: 31.08.2025 Hata: 31.08.2025 Jara: &\AR,)/O A

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1L.85195AP1984PLC004507
www.drreddys.com



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

LT
DI’.ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orale Disintegrating Tablets 10 mg
|IIpoaykr: KeT0p0n® JIkcnpece (KeTopoJiak) TabJeTKH, JUCIeprapyembie B oJiocT pra, 10 mr

| Market/ PoiHok ~ :Russia/Poccus - _ il
| Batch No/ L ' Batch Quantity / 736,00,000 tab/
| Cepusa Ne RS Oo6bem cepuH " 36,00,000 Tab
Analytical Report No/ . 890001830749 Date of Analysis / . 31.08.2025
AHaIMTHYECKHI{ 0TYeT No JdaTa aHann3za -
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027
JlaTa npousBoaACTBa Tonen no
Mfg. License No. / MA number:/
TpousBoacTBeHHAS - MNB/05/263 L . JIII-Ne(004669)-(PT-RU) |
Homep PY
| muueH3us Ne ;

Analysis performed according ND: / Ananns npm;néﬂ_no H: JII-Ne(004669)-(PT"-RU)-190224 |
PIL version approved: / UncTpykuus yreepsxkaena: 21.04.2025
~ Page9of 11/ Ctp. 9 m3 11

| I}? Test / IlokasaTesb ! Results / PesyabTaThi ‘ Specification / Hopma
14 Package description / | 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Ornucanue ynakoBKH | (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil// (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / [lo 10 Tabnerox B OnucTepe u3
information leaflet in a carton | (IIA/AJVII3 ¢ snaronornoturenem/I15BIT)
pack. / Tlo 10 Tabnetok B | doneru // (IID/AJI) ¢onseru. Ilo 1 wm 2
onucrepe w3 (IIA/AJITID ¢ | GmecTcpa DMCCTC € JIHCTKOM DIUIAABILICH B

I
|
praronornorutenem/[13BI) i Mavyky KapTOHHYIO. |

¢oneru // (ITD/AJT) donsra. Ilo
2 GimucTepa BMECTE C JIMCTKOM-
. BKJIaJbILIEM B naqky
| KapTOHHYIO.

* Wihen the drug product is released, the quality control for Miicrobiological Purity is per fiormed for one batch in

every 20 batches or one batch per year whichever is more.
* [Ipu BbIycke JeKapCTBEHHOr 0 MpenapaTa KOHTPOJIb KayecTBA MO noka3aTteio «Mukpoduonoruyeckast

YUCTOTA» NMPOBOAUTCA AN KaxKxoii 20-oii cepun, MM A5 OXHON cepu M B IO, B 3aBUCHMOCTH OT TOrO0, YTO
HACTYITUT paHblLe.

[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [ponykr coorBeTcTBYeT TpeboBanusm HJI 3akmouyeHue: OJJOBPEHO
.Prepared by / HOIII‘FTOBJ‘IGHO: Checked by / Checked by (AQAY/ ||Approved by: Quality Assurance/Authorized persal /
Ramakant [1poBepeno: |[lpose pero (AOK): Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
% Pardeep Kumar Amil Kumar . JIULLO: ,
_ N s i
Date/ Date / Date / Date / ; .4
Iata: 31.08.2025 Tata: 31.08.2025  ||fara: 31082025 [|ar (D280 _"

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL0O04507
www.drreddys.com



Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

Tel : +91 98166 56001-02

CEPTHONKAT AHAJIU3A

www.drreddys.com

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

TIpoaykT: Keropoa® Jxcnpecc (KeToposiak) TafiIeTKH, AMCHEprupyemMble B MOJIOCTH pTa, 10 mr

| Market / PeiHox :Russia / Poccust . - B N
' Batch No/ g Batch Quantity / ~36,00,000 tab /
 Cepua Ne 20 ‘ O0bem cepun ~ 36,00,000 Tab -
Analytical Repovrt No/ . 890001830749 | Date of Analysis / . 31.08.2025
AHaJIMTHYECKHi oTyeT No i i | laTa anajmsa -
Date of Manufacture / . 07/2025 | Date of Expiry / - 06/2027
Hara NpoH3BOACTBA | Tonen o e
Mfg. License No./ MA ber:/
I pou3BoACTEEHHAS - MNB/05/263 e . JITI-Ne(004669)-(PT-RU)
Homep PY
| Iamen3us Ne

| PIL version approved: / MucTpykuns yrepxaena: 21.04.2025

| Analysis performed according ND: / Anann3 npoBeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

API name / Hanmenosanue ADC:

Page 10 of 11/ Ctp. 10 w3 11

Ketorolac tromethamine / KeToponaka tpomeraMun

INN/MHH:

Ketorolac / Ketoponak

" API manufacturer batch number /
Homep cepun nponssoaurens ADPC:

ABSHO001208

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIiE NPOH3BOANTE/IH
I'J1®:

API Manufactured by & country/
Ilpomssoautens ADC, cTpana:
Name, address, authorization No for
manufacturing site / Control site / Release

| site/

HaumeHoBaHue, agpec, JHIEH3HS JJIs1
Ilpon3BoacTBenHas muomaaka / Ilmomanaka
KOHTpo.s KadecTBa / Ilnomaaka Bemmycka

==

FESAQ0169

Dr. Reddy's Laboratorica Ltd., India/

H-p Pennu'c JlaGopatopuc Jltn., Unmus

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

MNB/05/263) /

I-p Pennu’c JlaGopatopuc JIta., Unaus, [TpouseoacTBeHHOE

noapaszaenedue-6, Bunn. Kxons, Hanarapx Poyn, banou, Jluctpukt

Conan, X.I1., 173205, Uuaus (;uuensus 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/

Ilpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHmsIM HJI

Conclusion : APPROVED /

“3alcmo‘{elme: OJOBPEHO

Checked by/
ITposepeno:
Pardeep Kumar

g

Prepared by / IloarotosneHo:
Ramakani

| W

Checked by (AQA) /
Ipoeepeno (AOK):

Amit K'umzf/\
=

Onob6peno: ObecrieueHue kadecTBa/OTBETCTBEHHOE
TTHIIO: 3

A

"Approved by: Quality Assurance/Authorized person /

|
|

Date/
Hata; 31.08.2025

Date/
Hara: 31.08.2025

Date/

Mara: 31.08.2025

Date/ J_i‘(‘QS’)/OM/

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tiel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com

[



Dr. Reddy's Laboratories Ltd.

@ ) .
Formulation Unit-6
D'-"Reddy,s ‘,... Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Te!: +91 95166 56001-02
CEPTUOUKAT AHAJIM3A  www.drreddys.com

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

IpoaykT: Keropoa® Jxenpece (KeToposak) TabeTky, gHCIeprupyemble B 0JOCTH pTa, 10 Mr -
Market / Poinox ‘Russia / Poccus _ . 48
Batch No/ . Batch Quantity/ ~36,00,000 tab/
Cepus Ne { YY50053 Ob61em cepun 36,00,000 Tab Y
Analytical Repovrt No/ . 890001830749 Date of Analysis / . 31.08.2025
| AHaJIMTHYECKHil 0TYeT Ne JlaTta apajmHsza
| Date of Manufacture / - 07/2025 Date of Expiry/ - 06/2027
JaTta nponsBoacTBa I'onen o A
Mfg. License No./ MA ber:/
TIpousBoacTBeHHAS : MNB/05/263 S - JITI-Ne(004669)-(PT-RU)
Homep PY
JHueH3un Ne _ =
Analysis performed according ND: / Anann3s nposeaen no H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuns yrsep:xaena: 21.04.2025

Page 11 of 11/Crp. 11 u3 11
3akJ/0ueHne 0 COOTBETCTBHH: «HacTosumm 4 MOATBEpKIar0, YTO MpPUBEJICHHAS BBINIE HUHGOPMAIUS SBIISCTCS
JIOCTOBEPHOH W TOYHOH. DTa cepusi NPOAYKIMH Mpou3BeJeHa (BKIIOYAs YNMAaKOBKY (MapKUpPOBKY) U KOHTPOJb
KayecTBa) Ha BBINNEYKa3aHHOW ITPOM3BOJACTBEHHON TUIOIMaAKe (IUIOMIAZKaX) B IIOJTHOM COOTBETCTBHH C
TpeboBarusiMu [lpaBun Haasexaieil Ipow3BOJICTBEHHON NpakTHKH EBpasMiickoro 3KOHOMHYECKOTO CO¥03a
TpeOOBaHUAMH KOHTPOJS KAdyecTBa JIEKaPCTBEHHBIX CPEACTB, a Talkke B COOTBETCTBUHU CO CIEIU(DHKAIMIMH,
coJiepXalluMHCs B PETUCTPALMOHHOM JIOChE CTPAHBI-UMIOpTEpa. 3alMCH MO MPOH3BOICTBY, YIIAKOBKE U aHAIHU3Y
IIPOBEPEHB], U YCTAHOBJICHO MX COOTBETCTBHE TpeboBaHuAM IIpaBun Hajmexareil IpOM3BOACTBEHHON MPaKTHUKU
EBpazuu” CKOro 5KOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanne: [IpoayKkT cooTBeTCTRYET TpeboBanmam H{ 3axmouyenue: OJOBPEHO
Prepared by / Iloarotoeneno: ||Checked byv/ [Checked by (AQA) / ﬂApproved by: Quality Assurance/ Authorized person/
Ramakant [TposepeHo: Tposepero (AOK):  ||Onobpeno: Obecneuenvie kauectsa/OTBETCTBEHHOE
L\,\; Pardeep Kumar Amit Kumar \ JTHLLO: .
= | pr= | D
Date/ ate/ Date /: Date / i
Hara: 31.08.2025 Lata: 31.08.2025 Jlara: 31.08.2025 Hata: S\AQKMW

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 45C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLLO04507
www.drreddys.com




