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

CEPTHO®UKAT AHAJIM3A

Product :’_ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (xeroposak) Tabaerku, fHucneprupyemsie B MoJ0CTH pra, 10 mr

Market / Prnox

:Russia / Poccus

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

Cepusn Ne vl O0neM cepun " 36,00,000 Tab
. ] .

Analytica Repourt No/ - 040003230815 Date of Analysis / . 9212.2025

AHannTH YecKkHii oTdyeT Ne Jara ananuza

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

Hara npoM3BoacTBa Topen po

Mfg. License No. / MA number: /

IIpou3sBoscTBenHas : MNB/05/263 : : JII-Ne(004669)-(PI'-RU)

Homep PY
JHueH3ust Ne

Analysis performed according ND: / Ananus npoBegen o HJL: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MncTpykuus yreep:kaena: 21.04.2025

Pagelof 11/ Cip.1 m3 11

No : ;

No Test / [Mokazatenn Results / PesyabTaThl Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnele nnockue
side. / Kpyrnble miockue Tabnetky ¢ (ackol, CBETIO-XEATOro LBETa C
TabAETKH ¢ BacKoi, CBETNO- IPaBUPOBKOI «|» Ha OAHON CTOPOHE.
JKEJITOTO LiBeTa C TPaBHPOBKOI
«» Ha OIHOH cTOpOHE.

2 Identification / UaenTudukauus

Ketorolac / Kemoponax

Complies / CootBercTByeT

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y-
CHEKTPHI [TOTJIONIEHHS HCIBITYEMOTO PacTBOpa U
pacTBopa CTaHAapTHOro ofpaslia KeTopoJaka
TpOMeTaMHHa JAOJKHBl MMETh MaKCHMYMBI TIpH
OIHOM M TOH e JUIHHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoayxT cooTBeTcTBYET TpebGoRanusM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroroeneno: Pravesh [Tposepeno: Pardeep ||ITposepeno (AOK): [|OnobpeHo: Obecnieuenue kauectsa/OTBETCTBEHHOE
Rana ) Kumar Amit Kumar ULO:

J — A~ a
Date / Date / Date / Date / 9212 209-$
Hara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:

Registered Office: 8-2-337, Fead No. 3, Banjara Hills, Hyderabad - 500024, Tzlangana, india

Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com

—




Dr.Reddy’s €

CERTIFICATE OF

Dr. Reddy's Laboratories Ltd,

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

Q% ORY GL TLONT 7
S\

T2l 386100

ANALYSIS

wwww.drieddys.corn

CEPTHOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopoa® xenpece (keroponak) rabierku, Ancneprapyemble B mojocTu pra, 10 mr

Market / Prinox :Russia / Poccus

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

Cepus Ne Dol O6Bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003230815 Date of Analysis / . 99122025

AHaNUTH YecKHH oTueT Ne Jlara aHajam3a

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

JlaTta npoH3BoACTBA Iopen o

Mfg. License No. / MA number- /

TIpou3BOACTBEHHAR - MNB/05/263 Fcadi . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis perfofmed according ND: / Ananu3 nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepxiaena: 21.04.2025

Page2 of 11/ C1p.2 m3 11

No

Test / Ioka3aTennb
Ne

Results / Pe3ynbTaThl

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 y#epKHBaHHA OCHOBHOIO MHMKa Ha

XpomaTorpamme HCOIBITYEMOTO pacTtBopa
JOJDKHO COOTBETCTBOBATh BpPEMEHHU
yIepKUBAHUA OCHOBHOTO NuKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHZAPTHOTO

obpasua KeTopojlaka TpOMETamHHa (paszzel
«KonuuecTBeHHOE ONpeeeHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpogykTt cooTBeTCTBYET TpeboBaHusaM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh INpoeepeno: Pardeep  ||[IpoepeHo (AOK): [[OpnoGpeno: ObecnedeHue kadecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHIIO: ﬁ

o /’ / n

! QI/L' (\ i =
Date / Date / Date / Date / ny-12 - 20S
Hara: 22.12.2025 Jlara: 22.12.2025 JHara: 22.12.2025 Jara: '

Registered Onice: B-2-327, Koad NO. 3, Banjars Hlls, Ayderanad - s000sw, Telangana, moia

Tel: +91 40 4900 2900, Fax: +91 4C 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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan. 4.P.. 173 205, INDIA

LUT SUUUVAT

www,direadys.corm

CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Ikcnpecc (keToposak) TabeTku, AnCHepriupyeMbie B M0J0CTH pra, 10 mr

Market / Poinox

:Russia / Poccus

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

Cepus Ne i O6beM cepun " 36,00,000 Tab

Analytical Repo:*t No/ . 040003230815 Date of Analysis / . 92122025

AHanuTnyeckHii oTuer Ne JlaTta aHaau3a

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

Jlara npon3BoacTBa Tomen mo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAas . MNB/05/263 moer: ;. JII-Ne(004669)-(PI'-RU)
Homep PY

JHneHsnsa Ne -

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuust yreepxaena: 21.04.2025

Page 3 of 11/ Crp.3 m3 11

No
Ne

Test / ITokazarenn

Results / PesynbTaTbl

Specification / Hopma

Butylhydroxyanisole /
Bymunzuopoxcuanuson

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)KUBAHUSA MMHKOB 2-
6yTUIrMIpOKCHaHU30Ia 51 3-
OyTUATHAPOKCHAaHH301a Ha  XpOMaTrorpaMme
HCIIBITYEMOTO pacTBopa [IOJIKHBI
COOTBETCTBOBAaTh  BpPEMEHaM  yIep)KUBaHUA
NMHKOB  2-OyTuaruipokcuaHuszona v 3-
OYTUITMIPOKCHAHU30Ja Ha XpOMarorpaMmme
pacTBOpa CTaHJAPTHOIO obpasia
Oyrunrugpokcuanusona (paszen «CozmepxaHue
OYTHATHAPOKCHAHH30JIa»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotosneno: Pravesh [IpoBepeno: Pardeep  ||[IpoBepeno (AOK): [|Ono6peno: Obecneyenue kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar TTHLO: et |

/] I Cj& |

L \ ‘/\ -
Date / Date / Date / Date / 9917 02-S
Jara: 22.12.2025 Jara: 22.12.2025 JMara: 22.12.2025 Hara: o
Registered Griice: 8-2-337, Road Mo, 3, Banjara M, Myderaoad - GO0, Telangard, marg

Tel: +91 40 4900 2900, Fax: +91 4C 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

q
»OJUL-UL

1S LT 75100 J

www.diredadys.corm

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keroposak) TabieTKH, AHCIIEprUpyeMbie B MOJIOCTH pTa, 10 Mr R

Market / Peinok :Russia / Poccus

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

Cepus Ne i WA0241 O6bem cepun © 36,00,000 Tab

Analytical Repovrt No / . 040003230815 Date of Analysis / . 99122025

AHanuTHYeCKHH oTUeT No JlaTa anann3za

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

Jara npous3BoacTsa T'ogen po

Mfg. License No. / MA ber: /

IIpou3BoACTBEHHAR : MNB/05/263 number: . JIII-Ne(004669)-(PT-RU)
Homep PY

JauneH3nst Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkgena: 21.04.2025

Page4 of 11/ Crp.4 n3 11

l;.oo Test / [loka3aTennb Results / PesynabTaThl Specification / Hopma
3 Average weight / Cpeansin 69.3 mg/69.3 mMr 672mg to 72.8mg (70.0mg =+ 4.0%). /
macca Ot 67,2 mr mo 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%. /
o Oty ot werE Complies / CooTBeTcTBYET 18/20 Tabnerox — we Oonee + 10 %;
PR 2/20 Tabnetok — He Oonee + 20 %.
4 Disintegration time / 00 min 26 sec / 00 muH 26 cek Not more than 3 min. / He 6osee 3 Mun.
Pacnanaemoctnb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of CisH13NO3+C4H | NO;
. (ketorolac tromethamine) in 15 min. / He Menee
oo i o,
Unit-2/ Ta6n-2 9% | 750 (Q) CisH;NO3C4H;NO; (keToponaka
Unit-3 / Tabn-3 98 % TpoMeTaMUH) uepe3 15 MHH.
Unil-4 / TaGn-4 98 %
Unit-5 / Tabn-5 96 %
Unit-6 / Taba-6 98 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBanusam HJT 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ilonroroenexo: Pravesh ITposepeno: Pardeep  |[[Tposepeno (AOK): [|Onobpeno: Obecneuenre kauecTBa/OTBETCTBEHHOE
Rana /' Kumar Amit Kumar JTULO! (ﬂ'«ﬂ,
’l ui"‘ ,\l\-“/ /,. -
L
Date / Date / Date / Date / 2942« 202€
Hara: 22.12.2025 Jlara: 22.12.2025 Hara: 22.12.2025 Jara:
Registered OfHjce: 8-2-257, Rhoad NO. 3, Ban)ara Hills, Nyderabad - SOJ03T, Talangdans, Thord

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF

Dr. Reddy's Lahoratories Ltd.

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

L% GRS EE SEANTLND

L 3284100 30uU L

ANALYSIS

wwvr.drreddys.coim

CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keroposiak) Ta6aeTkH, JuCneprupyemMblie B HONOCTH pra, 10 Mr

Market / Poinox :Russia / Poccus
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
Cepus Ne il O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003230815 Date of Analysis / . 92122025
AHaaHTHYeCKHH oT4eT Ne Jara anajiuza ]
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Jara npoH3BojcTBa T'onen no
Mfg. License No. / MA number: /
Hpouspoacreennas : MNB/05/263 - ) : JIII-Ne(004669)-(PI'-RU)

Homep PY

JIHneH3Hs Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Muctpykuus yreepxaena: 21.04.2025

Page5o0f 11/ Crp.5Sn3 11

I}‘: Test / [lokasaTean Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / OGpasyerca oznHOpomHas
CYCNIeH3Ms, TNpOXOoJsilas CKBO3b CHTO C
pasmepom oTeepcTHii 710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuanaior

Below LOD (LOD = 0.0010 %) /
Hwmxe npenena o6HapyxeHHs
(ITO =0.0010 %)

not more than 0.5 %; / e 6oxee 0.5 %;

KeTopofiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaIOT KETOpOJIaKa
unidentified impurity / 0.03 % not more than 0.5 %; / ve 6onee 0,5 %;
eIMHIYHAS
HeuJeHTH(HUUMpPOBaHHAS
NPUMECH
total tmpurtles / 0.1 % nol wore Uian 1O %. / se Gunge 1,0 %.
tymmd npumece
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykrt coorBeTcTByeT TpeboBaHuaM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarororneso: Pravesh [Iposepeno: Pardeep ||[IpoBepeHo (AOK): [|Omobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Rana : Kumar Amit Kumar o ||mauo: @ﬂ‘
[ %J; \// ;
) - T
“ \
Date / Date / Date / Date / 92122095
Hara: 22.12.2025 Hara: 22.12.2025 Jara: 22.12.2025 [ata:
Registered UMice: 8-2-327, R0ad NO. 3, Banjala HS, Ayueranat - SO00=T, (eangara, i

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

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

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS |~ "~~~ =7
CEPTHOUKAT AHAJIU3A '
,P—roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Jxenpece (keropoaak) TabiieTkH, AMcHeprupyemMble B N0J10CTH pTa, 10 Mr |
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / - 36,00,000 tab/
Cepus Ne § VAU Obbem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003230815 Date of Analysis / . 92122025
AHaJIuTHYeCKHH oTueT No Jara anaau3za
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Jara npounspoacTBa T'onen oo
Mfg. License No. / MA number: /
IIpou3sBoacTBeHHas : MNB/05/263 ) : JITI-Ne(004669)-(PT'-RU)
Homep PY
Juuenius Ne ]

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpyknus yreepxaena: 21.04.2025

Page 6 of 11/ Cyp. 6 m3 11

1}00 Test / ITokasaTenanb Results / PesyabTaThl Specification / Hopma

8 Water content / 28% Not more than 7.0 %. /
CopepxxaHue BOABI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHu4ecKue pacTBOPUTEH
Isopropyl alcohol / 9 ug/tab / Not more than 350 pg/tab. /
HzonponaHon 9 MKT B TabneTke He 6onee 350 Mk B TabrneTke.

Remarks : The Product confirms to ND/

IIpameyanue: [lpoaykT cooTBeTCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrorosneno: Pravesh [Mposepeno: Pardeep  ||[Iposepeno (AOK): [|OmobpeHo: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar -~ BItII(eH )
] e 4
Date / Date / Date / Date / D212 30k
Hata: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:
Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 3UUUZ4, 1=langana, namd

Tel: +91 40 4900 2900, Fax: +91 46 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, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

+01 92166 56001-02

Tal -
S

www.drreddys.com

CEPTUPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dxcnpece (keroposak) TabjieTKH, JHCIEPrUpyeMbIe B MOJIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepust Ne i O6nemM cepuu * 36,00,000 Tab

Analytical Repourt No/ - 040003230815 Date of Analysis / . 92.12.2025

AHaanTrdeckuii oTuer Ne Jara anaiauza

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

JlaTa npoH3BoACTBa T'oaen oo ]

Mfg. License No. / A Sl

IIpou3BoacTBeHHAA . MNB/05/263 ) . JIII-Ne(004669)-(PI'-RU)
Homep PY

JHueH3HsE Ne

Analysis performed according ND: / Ananunz nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MUucrpykuns yrBepxiaena: 21.04.2025

Page 7of 11/ Crp. 7 u3 11

§.00 Test / [TokazaTenn Results / PesyabraThl Specification / Hopma

10 Microbiological purity*/ MukpoGuosioruueckast yucrora*

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

Count / obuiee yucno He 6onee 10° KOE/r;

a3poOHBIX MHUKPO-

OpTraHH3MOB

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

mold count / ob1uee Yyucio He 6onee 10> KOE/r;

IPOMOKEBBIX U IUIECHEBbIX

rpuboB

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

11 Uniformity of dosage units / 5.1 Acceptance value (4¥) not more than 15.0
OpanopoaHocTh Tokazartens npuemnemoct (4V) nomkeH ObITh
NO3HPOBAHHbIX €AHHHIY He Oosee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpogykt cooTBeTCTBYET TpeboBaHusaM HJT 3akaoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarororneno: Pravesh [Tposepeno: Pardeep  [|IIpoeepeHo (AOK): [|Omo6peHo: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIHLO: AT

,/[ j \—_’A_, (:ﬂ

j - == (4 -
Date / Date / Date / Date / 0212 <2025
Jara: 22.12.2025 Hara: 22.12.2025 JlaTa: 22.12.2025 Jara:
Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500037, Telangans, Tnaia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF

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

Vill. Khol, MNalagarh Road, Baddi,
Distt. Solan, H.P., 175 205, INDIA
¥91 88166 SA001-02

ANALYSIS

oy PN |

CEPTUDOHUKAT AHAJIN3A

wwwedrreddvs.corm

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

Ipoayrr: Keropoa® Drcnpece (keroposiak) TabaeTkH, AHCHEPrHpPYCMbIe B OJI0CTH pra, 10 Mr

Market / Puinok :Russia / Poccust

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

Cepusnt Ne h VESUERIA O6bem cepHH © 36,00,000 Tab

Aualyficil ReportNef © 040003230815 Dateof Amalysis! . 5y 159005

AHaguTH4YecKHi oTyer Ne Jlara anaau3za

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

Jata npor3BoacTBa I'oxen no i

Mfg. License No. / T —

IIpousBoxcTBeHHAs : MNB/05/263 u : . JII-Ne(004669)-(PI'-RU)
Homep PY

Juuensus Ne

Analysis performed according ND: / Anann3s nposeaen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepaxkaena: 21.04.2025

Page 8 of 11/ Ctp. 8 m3 11

I}? Test / [loxa3aTenb Results / Pe3yjbTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHoe 9.7mg /9.7 mMr From 9.0 mg to 11.0 mg of
omnpeesieHUe (97.4 %) CisH13NO3°C4H INO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 mMr
C15H13NO3+C4H 1 NO; (keToponaka
tpometamuH) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMUECTBa) B TabNeTKe.
13 Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/lab. /
content / CopepixaHnue 0.0915 mr B Tabnerke He menee 0,042 mr B TabneTke.
Oy THJArHAPOKCHAHH30J1a

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboranusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrotorneno: Pravesh [Iposepeno: Pardeep ||[Tposepeno (AOK): ||Onobpeno: Obecneyenue kayecTsa/OTBETCTBEHHOE
Rana f Kumar Amit Kumar ARLO: P

- -
Date / Date / Date / Date / 9917 - 2045
Hara: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Mara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 42900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO04507

www.drreddys.

com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

=y < B

T2l 2EL00 IOUVIUL

CEPTHOPUKAT AHAJIU3A

wwvy.drredays.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® dxcnpece (keroposak) TabaeTku, Aucneprapyembie B nosioctd pra, 10 mr

Market / Poinox

:Russia / Poccus

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

Cepus Ne k2N O0bem cepun " 36,00,000 Tab -

Analytical Repovrt No/ . 040003230815 Date of Analysis / . 99.12.2025

AHaNHTHYeCKHH 0TYeT Ne Jara anaiau3za

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

JlaTa npoH3BoACTBA I'ogen o

Mfg. License No. / MA number: /

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

JIHNEeH3HHA Ne

Analysis performed?céin:ding ND: / Anaans nposeaen mo H/L: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uacrpyxuns yreepxiaena: 21.04.2025

Page9of11/Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnetox B
6nuctepe w3 (ITA/AJU/IID ¢
Biaronorioturesem/I15BIT)
tdhonbru // (IID/AJT) donsru. Io
2 6nucrepa BMECTE C JTMCTKOM-
BKJIAAbIIIEM B navyKy
KapTOHHYIO.

i:’ Test / [TokasaTenn Results / PesyabTaThl 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

blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnetox B Gnucrepe u3
(TIA/AJ/TID ¢ Bnaronormotutenem/I12BIT)
¢oneru // (IID/AJ1) donern. Ilo 1 wnm 2
6nucTepa BMECTE C JINCTKOM-BKIIAZbIIIEM B
nayKy 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.
* [Ipu BeINyCKe JeKapCTBEHHOrO NMpenapaTta KOHTPOJIb Ka4ecTBa Mo nokasareato «Mukpobunonornyeckas
YUCTOTA» MPOBOANTCS A5 Kaxkaol 20-0ii cepuu, HNH /1 OHO# CEPHH B roi, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNIMT paHblue.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBETCTBYET TpeboBanusam H]J 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroerneso: Pravesh [Iposepeno: Pardeep  ||IIposepeHo (AOK): [|Ono6peno: Obecneyenue kadyecTsa/OTBETCTBEHHOE
Rana 1 Kumar Amit Kumar JTULO: - i“
‘] N an

/ = P

? i
Date / Date / Date / Date / 291 ) botl
Jlara: 22.12.2025 Hara: 22.12.2025 Hata: 22.12.2025 Hara:

Registered Office: 8-2-327, Read Mo. 3, Banjara Hills, Hyderabad - 500024, Ielangana, maia

Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd

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

Tl . N4 0o cr
el 1 +51 28166 56001.C2

CERTIFICATE OF ANALYSIS sty sons
CEPTU®UKAT AHAJIN3A ' '

Product : Ketorol Express (ketorolac) Orally Disintegﬁting Tablets 10 mg |
Ipoaykr: Keropon® Dkcnpece (keroposak) Ta6ieTku, AucoeprupyemMble B HOJI0OCTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne x Vealoals O0bem cepuH © 36,00,000 Tab

Analytical Report No/ . 040003230815 Date of Analysis / . 92122025

AHanuTHYecKHH oTueT No JlaTa ananu3a —

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

Jara npousBoacTBa I'open o

Mfg. License No. / MA number: /

IIpousBoscTBEHHAS : MNB/05/263 ) . JIII-Ne(004669)-(PT'-RU)

Homep PY

JIHIeH3HsA Ne

Analysis performed according ND: / Auanau3 npoBegen mo HJ/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / Haumenosanue APC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepuu npoussoauteis ADC:

ABSH001414, ABSH001415

FP Manufacturer API Batch number /
Homep cepun cyOCTAHIHH MPOU3BOAHTEIA
TJ®:

FESA00170, FESA00171

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

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

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

HanmenoBanue, aapec, JHIEH3HsE 1S
IIponsBoacTBenHas miaomaaka / Ilnomaaxa
KOHTpOoJIs KadecTBa / [lomanka Beinycka

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

H-p Pennn’c Jlaboparopuc JIta., Unaus, [IpousBoncTeeHHOE
nofpasaenenue-6, Bumi. Kxone, Hanarapx Poyn, banmu, Juctpukr
Conan, X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

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/
[Ipumeyanue: [IpogykT cooTBeTCTBYET TpeboBaHusM H/J

Conclusion : APPROVED /
3akmosuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTosnexo: Pravesh [Tposepeno: Pardeep ||[IpoeepeHo (AOK): [|OmobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana . / Kumar Amit Kumar K JIMLO: é@
Z 4—/ I\/ : -
o = | /
Date / Date / Date / Date / 22 ,,ygotg’
Hata: 22.12.2025 Hara: 22.12.2025 Hara: 22.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tzlangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1C004507

www.drreddys.com




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

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

Tel - +G1 ©2166 56001-07

Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUPHNKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkcnpecc (keToposiak) TabeTKH, AHCIEPrHPYEMbIE B I10JI0CTH pTa, 10 Mr
Market / Prinox :Russia / Poccust

www.drreddys.com

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

Cepusa Ne HYZ302A O6bem cepuu " 36,00,000 Tab

Analytical Repog‘t No/ . 040003230815 Date of Analysis / . 22.12.2025

AnanuTnveckuii oTuer Ne JlaTa anaau3za

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

JlaTta npoM3BOACTBA I'open no

Mfg. License No. / T T —

IIpou3BoacTBeHHAS : MNB/05/263 ) ;. JII-Ne(004669)-(PT-RU)
Homep PY

JHNeH3Hst Ne

Analysis performed according ND: / Ananuz nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTrpykuus yreepxkaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3aka04ueHHe 0 cooTBeTcTBHH: «HacTosmmM 5 MOATBEpKal0, YTO NPUBEACHHAS BbIIe HHGOPMALIUS SBIISETCS
JIOCTOBEPHOH M TOYHOW. DTa cepusl MPOAYKIHMH IIPOM3BeJeHa (BKIOYas YMakoBKYy (MapKHPOBKY) M KOHTPOJb
KadyecTBa) Ha BBINICYKAa3aHHON MPOW3BOACTBEHHON IUIOIIaAKE (MJIOMA@AKaX) B IIOJHOM COOTBETCTBHH C
TpeboBanusamu [lpaBun Hamnexame#f NMpou3BOACTBEHHON MpaKTHKH EBpa3suiickoro 3KOHOMHYECKOT'O €OI03a U
TpeOOBaHUAMU KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKe B COOTBETCTBUM CO crenU(UKALUAMH,
COAEPKALIUMHUCS B PETUCTPAIJUOHHOM J0ChE CTPaHbI-UMIIOPTEPA. 3alUCH IO IIPOU3BOJACTBY, YIIAKOBKE U aHAIU3Y
TIPOBEPEHB], U YCTaHOBJICHO UX cOOTBeTCTBUE TpeboBanusaM [IpaBun Hamexaineil Npou3BOACTBEHHON IPaKTHKU
EBpa3uiickoro 5K0OHOMHYECKOT0 COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoxykT cooTBeTCTBYET TpeboBanusM HJJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMonrotoeneno: Pravesh [Tposepeno: Pardeep  ||[Tposepeno (AOK): [|OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana / Kumar R Amit Kumar JIULO: f‘#{
‘..[ d—( fr\//./ !
g
Date / Date / Date / Date / 0912~ 2ol
Hara: 22.12.2025 Jara: 22.12.2025 Jata: 22.12.2025 Hara:
REgISiered WNILe: 5-2-337, Road 0. 3, Banjara Hs, fyderaoad - SCO0ST, Teiengarny, ima

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

www.drreddys.com




