Dr.Reddy’s ‘_‘:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

—. 1. 504 anasc Connd N
1€ . +21 J01u0 J0VUU L U

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

Hpoayxr: Keropoa® Dxcnpece (keToposiax) Ta61eTKH, AHCHeprHpyemble B mojocTa pra, 10 mr

Market / PolHOK :Russia / Poccus -

Batch No / _ Batch Quantity / _36,00,000 tab /

Cepus Ne - V2502483 O6BeM cepan " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003239464 Date of Analysis / - 31.12.2025

AHanuTHYecKHIl oTuyeT No JlaTa ananusa

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

Jarta npon3BoacTBa TI'onen go

Mfg. License No. / MA ber: /

TpousBoacTBeHHAs - MNB/05/263 e . JITI-N2(004669)-(PT-RU)
Homep PY

JHeH3Hs Ne

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

Pagelof 11/ Crp.1 m311

No . :

Ne Test / Iloka3aTensb Results / PesynbTaTsl 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. / Kpyrnble mnockue
side. / KpyrJibie I10CKHE Tabnetku ¢ (packoH, CBETJIO-KENTOr0 LBETA C
TabneTky ¢ $ackoii, CBETIO- rpaBHpOBKOH «l» Ha OJIHOHM CTOpOHE.
JKENTOTO LIBETA C IPaBUPOBKOH
«l» Ha OHOH CTOpPOHE.

2 Identification / Unentudpnkanus

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-
CIIEKTPAI MOTJIOIIEHHUS HCIBITYEMOIO PACTBOPA U
pacTBOpa CTaHAApTHOrO obpa3lia KeTopoNaka
TPOMETAMHHA TOJDKHBI MMETh MAaKCHMYMbI MPH
OJHOM U TOM e JyIMHE BOTHBI (£ 2 HM).

Remarks ; The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBaHUAM HJT

Conclusion : APPROVED /
3aknwuenue; OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oarorosneno: Rama Kant ||[Tposepeno; Pardeep  ||Tposepeno (AOK): ||Onodpeno: O6ecnedenne kaqecTsa/OTBETCTBEHHOS
t Kumar Amit Kumar JHLO:
| d_,L - 4-’-' IIl\_ — : 3
EL \ / — ( =
Dale / Date / Date / Date / -1 Le2nk
Hara: 31.12.2025 Jara: 31.12.2025 Hata: 31.12.2025 Jara;

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

CEPTUOPHUKAT AHAJIM3A

,
19128165 55001-02

Tl 01
HIA ) B i S

-addvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (keToposnak) Ta6JeTKH, AHCIEPrHPYeMble B n0J10¢TH pra, 10 mr

JHnen3ua Ne |

Market / PoiHOK :Russia / Poccus

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

Cepust Ne + V2502483 O6bem cepun © 36,00,000 Tab

Analytical Repovrt No/ - 040003239464 Date of Analysis / . 31.12.2025
AHaguTHYecKHi oTyeT No JlaTa anaju3a

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

JlaTa npoH3BOACTBA TI'onen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 Homep PY 1 JII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Ananu3 npogefeH 1o HI[ JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyknus yrsep:xaena: 21.04.2025

Page2 of 11/ Crp.2 n3 11

~ No '
No Test / [loxka3aTeanb |

Results / PezyabTaThl

Specification / Hopma

Complies / CooTBETCTRYET

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 yHepXHBaHHMS OCHOBHOTO THKa Ha

KpoMarorpamme HCOBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpPEMEHH
yIOepKUBaAHHS OCHOBHOTO NuKa Ha
XpoMaTtorpaMMe — pacTBopa  CTaHIapTHOTO

obpa3ua KeToposiaka TpoMeTamuHa (pasznen
«KonuuecTBeHHOE OTPENENIEHUEY).

Remarks : The Product confirms to ND/
[Ipumeuanue: IIpoaykxT cootBeTcTBYET TpeboanusM HJJ

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoxrorossneso: Rama Kant [|[Tposepeno: Pardeep  ||[Tposepeno (AOK): ||Ono6peno: Obecneuenne kauecTsa/OTBETCTBEHHOE

. Lt Kumar Amit Kumar 5 JULO:

Il 5 K

)l I c;r/_” .

\

Date / Date / Date / Date / 2)-12-2035
Hara: 31.12.2025 Hara: 31.12.2025 Hata: 31.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA

CEPTUO®UKAT AHAJIM3A Tei . +91 88166 56001-02
—— - Lorreddys co —
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcenpecc (keToposak) TabieTKH, AHCEPrHpyeMblie B HOJI0CTH pTa, 10 Mr S
Market / Poinoxk :Russia / Poccust |
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepus Ne - V2502483 O6BeM cepHu © 36,00,000 Tab
Analytical Repovrt No/ . 040003239464 Date of Analysis / - 31.12.2025
AHaJauTHYeCKHH oTUeT Ne JlaTta ananusa
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
JlaTa npoH3BOACTBA TI'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 ) ;. JITI-Ne(004669)-(PI'-RU)
Homep PY
annenzus Ne
Analysis performed according ND: / Auanus nposexen no HJI: JII-Ne(004669)-(PT'-RU)-190224 ]
PIL version approved: / UncTpykuns yreep:xaena: 21.04.2025 |

Page30f11/Crp.3 m3 11

No
Ne

Test / [loka3aTeanb

Results / Pe3yabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneuoporxcuanuzon

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 yaep/KUBaHHS [IHKOB 2-
OYTHITHAPOKCHAHU301a U 3-
OYTHWITHOPOKCHAHM30JIa HAa  XpoMaTorpaMme
UCIIBITYEMOT0 pacTtBOpa JIOJDKHBI

COOTBETCTBOBAThH  BpeMcHaM  Y[Cp)KHBaHUA
MIUKOB 2-0yTWITHAPOKCHAHU30/Ia U 3-
OYTUITHAPOKCHAHW30lIa Ha  XpOMaTOrpaMMe
pacTBopa CTaHAApPTHOTO obpasua
oytunruapokcuanuzona (pasgmen «ConepxKaHue
OYTUITHAPOKCHAHH30IIAR).

Remarks ; The Product confirms to ND/

Ipumeuanue: TIponykT cooTBeTCTBYET Tpebosanmsam H/L

Conclusion : APPROVED /
3aknwuenne; OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
[loarorosneno: Rama Kant ||[Iposepeno: Pardeep  ||[1posepeno (AOK): ||Omodpeno: Obecneuenune kauecTsa/OTBETCTBEHHOS
@]» 3 d_ Kumar Amit Kumar : no: @
N~ -
Y f
Date / Date / Date / Date / 7 e 12 200€
Jara: 31.12.2025 Hara: 31.12.2025 Hara: 31.12.2025 Tara:

Registered Office: 8-2-3327, Road No. 3, Banjarz Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vilt. Khof, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt Solan, H.P., 173 205, INDIA
CEPTUDOUKAT AHAJIM3A Tel : +51 5166 56001-02
1Y AL 1y "":".l_.“ I

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

Ipoaykr: Keropoa® Dkcnpece (keroposak) TabaeTKH, Ancneprupyemelie B MoJ10CTH pra, 10 mr -

‘Market / PeiHoOK :Russia / Poccus _ |

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

Cepus Ne $ V2502483 O0bem cepum " 36,00,000 Tab

Analytical Repovrt No/ - 040003239464 Date of Analysis / - 31.12.2025

AHaauTH4YecKH#H oTyeT No JlaTa aHaau3a

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

JlaTta npoH3BOACTBA I'onen mo

Mfg. License No. / MA number: /

IIpouszBoacTBeHHas : MNB/05/263 ) i JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

| Analysis performed according WD: / Ananus nporeen mo T JIT-Ne(004669)-(PT-RU)- 190224
PIL version approved: / Unucrpyknus yreepxaena: 21.04.2025

Page4of11/Ctp. 4 3 11

| No

N Test / [IokazaTeab Results / Pe3ysbTaThl Specification / Hopma
3 Average weight / Cpennss 70.8 mg /70,8 mr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr mo 72,8 Mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
OmHODO. = c18 Complies / CooTBETCTBYET 18/20 Tabaerok -— He Oomee 10 %;
AHCRCAHOCEE MASEEt 2/20 tabnetok — He Gonee + 20 Y.
4 Disintegration time /
Pacnapaemoctsb
00 min 26 sec / 00 MuH 26 cex Not more than 3 min. / He 6onee 3 MuH,
5 Dissolution / PacTBopenue Unit-1/ Ta6a-1 98 % Not less than 75 % (Q) of CisH13NO3*C4H|1NOs
: (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Taba-2 97% 75 % (Q) C5H;3NO3*C4H; NO; (KeToponaKa
Unit-3 / Ta6n-3 97 % TpoMeTaMHH) 4epe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Ta6a-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/
[Ipumeuyanue: IIpoayKT cOOTBETCTBYET TpebosanusaM HJJ 3aknwuenne: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /

ITonrorosneno: Rama Kant

)@L L* \Lﬂ./}\ Kumar Q;I//_

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[lposepeno: Pardeep |[|[Iposepeno (AOK): |[|Omo6peno: Obecneuenne kauecTBa/OTBETCTBEHHOE

Amit Kumar 5 JIHLIO:
f\\_,-—"' : @
/

(

Date /

Iara: 31.12.2025

Date /

Hara: 31.12.2025

Date/ Date / qQ lflﬁ-"%x

Jara: 31.12.2025 Jara:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P,, 173 205, INDIA
CEPTUO®UKAT AHAJIU3A Tel:+01 96165 56001-02

c cOom

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

Ipoaykr: Keropoa® Ixcnpece (keTopoaak) TabieTKH, Jucneprupyemsle B OJI0CTH PTa, 10 mr _

Junen3us No

' Market / Prinok :Russia / Poccus
Batch No / ) Batch Quantity / _36,00,000 tab /
Cepus Ne d V2502483 O0bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003239464 Date of Analysis / . 31.12.2025
ARaJuTHYecKHH 0T9eT Ne Jara anaanza
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Jara npoH3BOACTBA Topen g0
Mfg. License No. / MA number: /
ITpousBoacTBeHHAsN : MNB/05/263 | Homep PY : JIII-Ne(004669)-(PT-RU)

Analysis performed according ND: / Anasus nposenen o HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuns yreepxaena: 21.04.2025

Page50f11/Crp.5m311

NNDO Test / Iloka3aTeib Results / Pe3ysibTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm |
JucnepcHocTh sieve is formed. / OO6pa3yeTcs omHOpoAHAs
CyclieH3us, TNpoXoAsuias CKBO3b CHTO €
pa3mepom oTBepcTHil 710 MKM.
7 Impurities / IlIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuanaior

Below LOQ (LOQ = 0.0032 %)

/ Hmxe npepena

KOJIHYECTBCHHOT'O OIIPCACIICHUA

not more than 0.5 %; / He Gonee 0,5 %;

KeTopoJlaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6osee 0,8 %;
1-keToaHaJOT KETOpONaka
unidentified impurity / 0.03 % not more than 0.5 %; / ve 6onee 0,5 %,;
€IMHUY Has
HeHIeHTHhULMPOBaHHAS
MPUMECH
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
cyMMa IIpUMeEceH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Ipoaykr cootBercTByeT TpeGopanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoarorosneno: Rama Kant |[[Tposepeno: Pardeep  |[TIposepeno (AOK): ||Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
\ Kumar Amit Kumar N TNLo:
/
Daic / Date / Date / Date / 9|,’;_rgoq,{
Hara: 31.12.2025 Jara: 31.12.2025 Hara: 31.12.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : Ketorol Exp_ress (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keTopoaak) TabieTki, AHCHeprupyeMele B NOJIOCTH pra, 10 mr

Market / Prinok :Russia / Poccus -
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
Cepusa Ne R O6bem cepun " 36,00,000 Tab
Analytical Repog’t No/ . 040003239464 Date of Analysis / . 31.12.2025
AnajgurHueckHi oTuer No Jara anauza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
JlaTta npon3BOACTBA T'onen 1o -
Mfg. License No. / MA pumber: /
TIpou3BoacTBeHNAs! - MNB/05/263 ek . JII-Ne(004669)-(PT-RU)
Homep PY
aumeHsua Ne

Analysis performed according ND: / Anasns nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykius yreepxaena: 21.04.2025

Page 60of 11/ Crp. 6 m3 11

|
i.oo Test / [TokazaTenas Results / PesynbTaThl Specification / Hopma
8 Water content / 22% Not more than 7.0 %. /
CopepaxaHue BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHbi¢ opraHuyecKHe pacTBOPHUTENH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 12 Mkr B TabneTke He Gonee 350 MKF B TabneTKe.

Remarks : The Product confirms to ND/

[Ipumeyanue: IIpooykT cooTBeTcTBYET TpeboBanusmM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

Tloarorosineso: Rama Kant

Checked by /

M @ Kumar g 7 "

Ipoeepeno: Pardeep ||[IposepeHo (AOK):

Checked by (AQA)/

Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kadectBa/OTBETCTBEHHOE

JTHLO: ﬁ

Date /

IMara: 31.12.2025

Date /

Hara: 31.12.2025 JaTa: 31.12.2025

Date /

Date / 3 -2~ 200K

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIU3A

Tel : +51 51606 56001-02
npsasias £ i i

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

Mpoaykt: Ketopoa® Jxcnpece (keTopoJax) TabIeTKH, JHCHEprUpyeMble B 10J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus -

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

Cepus Ne A O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003239464 Date of Analysis / . 31.12.2025

AHagurHYecKHil oTyeT No JlaTa anaau3za

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

Jara nponsBoacTea T'ogen no

Mfg. License No. / MA pumber: /

IIpou3BoacTBeHHAs! : MNB/05/263 : : JITI-Ne(004669)-(PI'-RU)
Homep PY

JHnenzus Ne

Analysis performed according ND: / Ananu3s nposexen no HJI[: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyknusi yreepxkaena: 21.04.2025

Page 7 of 11/ Ctp. 7 m3 11

i.:) Test / [lokazaTennb Results / Pe3yabTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpotuosornueckast yucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / ob111ee YHCIO He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHu3MOB

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

mold count / o61ee yKciIo He 6onee 10> KOE/r;

IOPOXOKEBBIX M NNIECHEBBIX

rpubos

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHOCTh 18 [Mokaszarens npuemiieMoctu (AV) NoxeH ObITh
JO3UPOBAHHBIX eAHHHL] ) He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykt cooTBeTcTBYET Tpebosanuam HJI Baxmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[onrorosneso: Rama Kant (|[Iposepeno: Pardeep  ||[Iposepeno (AOK): [[Omobpeno: OGecnedeHue kadecTsa/OTBETCTBEHHOE

%L L Lr\ Kumar Amit Kumar ) JIULIO: @

1 v—/

Date / Date / Date / Date / 2 "‘2_(%7,{
Hara: 31.12.2025 Hara: 31.12.2025 Hata: 31.12.2025 Hara:

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




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tol . a0 00 EC(\ﬁl,ﬂ’)
cr. vy 20 Uvu (o

100 O

wWinvyw drredgys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa® Dxenpece (keTopoaax) tabaeTkn, AHCHEPrHpYyeMble B M0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne Rl O0beM cepun © 36,00,000 Tab

Analytical Report No/ . 040003239464 Date of Analysis / . 31.12.2025

Ananprudyeckuii oTuyeT No JaTa ananuza

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

JaTa npon3BoacTsa I'onen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHAR : MNB/05/263 ) . JITI-Ne(004669)-(PT"-RU)
Howmep PY

aHneH3ns Ne

Analysis performed according ND: / Anaans nposeaen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hacrpyknus yreepxaena: 21.04.2025

Page8of 11/ Crp.8 m3 11

NNS Test / [TokaszaTenb Results / PesyabraThl Specification / Hopma
12 Assay / KonnyecTBeHHOE 10.1 mg/ 10.1 mr From 9.0 mg to 11.0 mg of
onpejesieHue (101.0 %) C1sH13NO3+C4H 1 INQOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. fh Or 9,0 Mr b1 (e} 11,0 Mr
CisHi3NO3°C4H 1 1NO; (xeToponaxa
tpomeTamuH) (ot 90,0 mo 1100 % ot
3asBJIEHHOTO KONWYeCTBa) B TabneTke.
13 Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0949 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHNTHAPOKCHAHH30J1A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJT 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ToaroTosneHo: Rama Kant ||[Tposepeno: Pardeep  ||[Tposepeno (AOK): ||OnoGpeno: Obecneuenue kauecTa/OTBETCTBEHHOE
[ \}L‘r Kumar Amit Kumar : ILO: ,
N— '
M > :::I—/ { b=
Date / Date / Date / Date / )k
Hara: 31.12.2025 Hara: 31.12.2025 Hata: 31.12.2025 Jara: g

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vilt. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

W SLrren

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: KeTtopoa® Dkcenpece (keropoaak) Ta6ieTKH, AHcHeprapyemMbie B HOJOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus -

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

Cepus Ne s N0t OoBemM cepun " 36,00,000 Tab

Analytical Repo‘}‘t No/ . 040003239464 Date of Analysis / . 31.12.2025

AnaguTnuecknil oTyeT Ne JarTa anannza

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

Jara npou3BOJACTBA TI'ogen a0

Mfg. License No./ MA number: /

TIpou3BoAcTBeHHAsE - MNB/05/263 numboer: - JITI-Ne(004669)-(PT-RU)
Homep PY

JnueH3ust Ne

Analysis performed according ND: / Ananus nposegen mo HJ: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepaxaena: 21.04.2025

Page9of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B
onucrepe u3 ([TA/AJUVIID ¢
pnaronoriaotutenem/TIDBIT)

doneru // (IIS/AJT) donsru. Ilo
2 6nuctepa BMECTE C JTMCTKOM-
BKNaABIIIEM B nayky

1}? Test / IToka3aTennb Results / Pe3yabTaTsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne yHAaKOBKH (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnerox B Onucrepe u3
praronorjoturenem/[19BII)
doneru // (NID/AJT) ¢omeru. Ilo 1 wma 2
GnucTepa BMECTE€ C JINCTKOM-BKJIANBILIEM B

(HA/ATD ¢

NMavyKy KapTOHHYIO.

KapTo

HHYIO.

* 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.
* [Ipu BbINycCKe JIEKAPCTBEHHOTO NMpenapaTa KOHTPOJIb KauecTBa No nokasarenio «MuKpo6nonoruyeckas
YHCTOTA» MPOBOJUTCS Atst Kaxkaoii 20-o0#f cepum, niu JJist 0AHOM cepuu B rofl, B 3aBUCHMOCTH OT TOr'0, MTO

HACTYNUT paHbileE.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Npumeuanne: [IpoxykT cooTBeTCTBYET Tpebosanusm HJJ Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||{Approved by: Quality Assurance/Authorized person /
IToarotosneHo: Rama Kant [[TIposepeno: Pardeep  ||TIpoBepeno (AOK): ||OxoGpero: Obecneuenue kauectBa/OTBETCTBEHHOE
\’vd— Kumar Amit Kumar JLO:
{ .
Date / Date / Date / Date / 9 ’,ur’)«o%'
Hara: 31.12.2025 Jara: 31.12.2025 Hata: 31.12.2025 Harta:

Registered Office: 8-2-337, Road No. 3, Banjarz Hills, 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 Labcratories Ltd.

e Formulation Unit-6
Dr. Reddy’s "0 Vill. Kho!, Nalagarh Road, Baddi,
‘ Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS "7 050 v 0
CEPTU®UKAT AHAJIU3A 0 o "o

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

ITpoaykt: Keropon® Jkcnpece (KeTopoaak) TaGaeTKH, AHCNePrupyeMble B 0J0CTH pTa, 10 Mr S o

Market / PeiHOK :Russia / Poccus

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

Cepna Ne NESOZEEE O61bem cepnu © 36,00,000 Tab

Analytical Repo:’t No/ . 040003239464 Date of Analysis / . 31.12.2025

AHanuTM4eckHi oTyeT Ne JaTta ananu3a

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

JlaTa npon3BOJCTEA - I'onen oo

Mfg. License No. / MA number: /

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

Junenzus Ne

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

PIL version approved: / Hucrpykuus yreep:xkaena: 21.04.2025 -

Page 10 of 11/ Ctp. 10 m3 11

API name / HaumenoBaune A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMUH

INN / MHH: Ketorolac / Keroponax

API manufacturer batch number / ABSH001415, ABSH001605

Homep cepuu nponssogutesist ADC:

FP Manufacturer API Batch number /

Howmep cepnu cyGcTaHIHH MPOH3BOAHTENA FESA00217, FESA00218

I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoauntens APC, crpana: J-p Pexnu'c Jlaboparopuc JIta., Maaua

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenosaHHe, aapec, JMIEH3HS 1A IT-p Peanu’c Jla6opartopuc JItn., Unaus, IIpoussoncteenHoe
IIponsBoacreennas niomanka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagay, JJuctpukr
KoHTpoJs kavecTBa / Iltomaaka Bpinycka Conan, X.I1., 173205, Unaus (auuensus 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/ Conclusion : APPROVED /
Ipumeuanue: I[Ipoaykt cooTBeTcTBYET Tpeboanusam H/I 3akmwuenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarotorneno: Rama Kant |[[Tposepeno: Pardeep  ||[Iposepeno (AOK): ||Omodpeno: Obecnedenue kaiectBa/OTBETCTBEHHOE
(T Kumar Amit Kumar TRTO: ﬁ
MELe Q‘I _— \ —
"@"’ 7 - [\F~ -
L |
Date / Date / Date / Date / Q|- 12-202<
Hata: 31.12.2025 Jara: 31.12.2025 Hara: 31.12.2025 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@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




& Dr. Reddy's Laboratories Ltd.
g 1 . 8
? (] Formuiation Unit-6
Dr’ Reddy s q .. Viil. Kho!, Nalagarh Road, Baddi,
) i Solan, H.P. , INDI
CERTIFICATE OF ANALYSIS DSt 9020 f:P, 173 205, INDIA

WWWYL GETETEYS.COM

'Product : Ketorol Ex_press (ketorolac) Orally Disintegrating Tablets 10 mg

Iponykr: Keropoa® Ikcnpece (keTopo.ak) Tad1eTKH, AMCIIEPrAPYeMble B m010CTH pTa, 10 Mr

Market / Poinok :Russia / Poccns o
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepus Ne {NESlzie O6beM cepuu © 36,00,000 Tab
Analytical Repovrt No/ - 040003239464 Date of Analysis / . 31.12.2025
AHanuTHYecKHH oTUeT Ne Jara ananuza

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

JaTta npousBojacTBa Toxen no

Mifg. License No. / MA number: /

IIpouszBoacTBEHHAS : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)

Homep PY
JuneH3ua Ne

Analysis performed according ND: / Ananu3 nposeaen no H/: JITI-Ne(004669)-(PT-RU)-190224
‘ PIL version approved: / Uncrpykuns yrep:xkaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3ak/0ueHHe o cooTBeTcTBHM: «HacTosmmMm s moaTBep» a0, 4To MpHBEAeHHAs BhIIIC HHPOpMAIUs SBISETCS
JOCTOBEPHOM W TOYHOH. OJTa cepus IpOMyKLUH NPOM3BEAEHA (BKIIOYAas YNAKOBKY (MapKHPOBKY) M KOHTPOJIb
Ka4yecTBa) Ha BBINIEYKa3aHHOHW MPOM3BOACTBEHHOH IUIOMIAfKe (IJIOIIAAKAX) B IOJHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun Hamexariel MpOU3BOJCTBEHHOM HPAaKTHKH EBpa3viCKOr0 SKOHOMHYECKOTO COI03a
TpeOOBaHUAMH KOHTPOJIS KadecTBAa JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBHU CO CIEIH(HKALMAMH,
COIEPKAWHUMUCA B PETUCTPALIMOHHOM JI0ChE CTPaHbI-UMIOpTEpa. 3allCH 110 MPOU3BOJICTBY, YIIAKOBKE M aHAIH3Y
IIPOBEPEHB], U YCTAHOBJICHO HX COOTBETCTBHE TpeOoBaHusaM lIpaBui Haanmexael IpOU3BOACTBEHHON MPAKTHKH
EBpa3uiicKoro 3KOHOMHYECKOI'O COX03aY.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykT cooTBeTcTBYeET TpeboBaHmsM HJ 3akarwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /

[Toarorosneno: Rama Kant |[[Iposepero: Pardeep  [|[[Tporepeno (AOK): [|OnoGpeno: Obecneuenne kauectsa/OTBETCTBEHHOS

Kumar Amit Kumar JHO:
! N 'L.Q— qL_ A

Date / Date / Date / Date /
Jara: 31.12.2025 Hata: 31.12.2025 Hata: 31.12.2025 JHara: 2,’ Ip-205¢

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: L85195AP1984PLC0O04507
www.drreddys.com




