Dr.Reddy’s ‘..o

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

~ . PN ol 1.0
el +21 58166 56001 02

CEPTUOHUKAT AHAJIM3A

=1

www.drieddys.com

| PIL version approved: / Uucrpykuns yreep:kaena: 21.04.2025

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

IIpoaykr: Keropon® Jkcupece (keropoiiak) Tabierku, Ancneprupyemble B MoJ0CTH pra, 10 Mr - U

Market / Prinox :Russia / Poccus

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

Cepus Ne Ay O06pem cepun " 36.00,000 Tab

Analytical Repourt No / . 040003241426 Date of Analysis / . 9812.2025

AHanuTHYecKHIH oTueT No JlaTa ananu3a

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

Jarta npou3BOACTBA Iogen 0

Mfg. License No. / MA number: /

IIpousBojacTBeHHas : MNB/05/263 ’ : JIII-N2(004669)-(PT-RU)
Homep PY

JIHIeH3Hs1 Ne

Analysis performed according ND: / Anasu3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 1 0f 11/ Crp. 1 n311

No ; q
No Test / IToka3atensb Results / PesyabTaThl 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. / Kpyriele miockue
side. / Kpyrnble miockue TabneTkn ¢ ¢ackoii, CBETIO-XKEATOro LBeTa C
TabneTky ¢ Gpackoi, cBeTIO- IpaBUPOBKOI «|» Ha OJHOI CTOPOHE.
XKEJITOro LBeTa ¢ rpaBUPOBKOIA
«l» Ha omHOI1 cTOpOHE.
2 Identification / UaenTnduxauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / VO-
CITEKTPBI MOMJIOLIEHHS HCIILITYEMOTO pacTBopa 1
pacTBOpa CTaHAapTHOro obpasla KeTopoJjaka
TpOMEeTaMHHa JOJ/DKHBI HMETh MaKCUMYMBI MPH
OIIHOM Y TOH e JTHHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuyanue: [Iponykt cooTBeTcTBYeT TpeboraHmsiaM HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: Pravesh [Mposepeno: Pardeep Opnobpeno: Obecnieyenne kauecTsa/OTBETCTBEHHOE
Rana y Kumar JTHLO:

z : A c
Date / Date / Date / Date / W s V4 ”)/‘>
Hara: 28.12.2025 Hara: 28.12.2025 Jara: 28.12.2025 Jara: \/‘ ~n A 'VO

/ Gl

Registered Office: §-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘.0

CERTIFICATE OF ANALYSIS

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

vill. ikhol, Nalagarh Road, Baddi,
Distt. Scian, H.P., 173 205, INDIA
Tal 1 01 92166 56001-02

CEPTUDUKAT AHAJIU3A

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Ketopon® Ixenpecc (keToposiak) Tabaerkn, Ancnepriapyempie B moaocTn pra, 10 mr

Market / Poinox :Russia / Poccus

AHIen3Hst Ne

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

Cepns Ne chisllics O6bem cepin " 36,00,000 Tab

Analytical RepoE't No / . 040003241426 Date of Analysis / . 98122025

AHanuTHYecKni oTyet Ne Jara anannza

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

Jarta npoH3BOACTBa I'open mo |
Mfg. License No. / MA number: /

IlponsBoacTBEeHHAS : MNB/05/263 Howmep PY : JITI-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Anasmns nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HacTpykuus yreepxaena: 21.04.2025

Page2 of 11/ Ctp. 2 n3 11

No

Test / [Toka3aTeanb
Ne

Results / Pe3ynbraThl

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 yIOep>KvBaHUS OCHOBHOI'O THKa Ha

XpomarorpaMmme UCIILITYEMOTO pacTBopa
JOIDKHO COOTBETCTBOBATh BPEeMeHH
YIOEPKUBAHUS OCHOBHOTO TTHKa Ha
XpOMarorpaMMme  pacTBOpa  CTaHIAPTHOTO

obpa3lia KeTopolaka TpoMeTaMHHa (pasien
«KonuyecTBeHHOE ONpeneeHUe).

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cootsetcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioxrororneno: Pravesh [Tposepeno: Pardeep OnobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana {/ Kumar JIMLO:
Date / Date / Date / Date / WA et (
Hara: 28.12.2025 IlaTa: 28.12.2025 Jara: 28.12.2025 Jara: A //1' Q\A \Q v

. PR A/ =

Registered Office: 8-2-337,

Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india

Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Soian, H.P, 173 205, iNDIA

Tel : +81 28166 56001-02

CEPTHDPUKAT AHAJIU3A

www.arreddys.com

Product : HKetorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
| Ipoaykr: Keropoa® Dxcnpece (keroponak) TabieTku, Acneprupyemsle B nojoctu pra, 10 mr

Market / Poinok

:Russia / Poccus

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

Cepus Ne ¢ V30244 O06neM cepuH " 36,00,000 Tab

Analytical Repovrt No/ 040003241426 Date of Analysis / . 98122025

AHaJaUuTH YecKH# oTueT No Jlara anajau3a

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

Jlata npoH3BOACTBA Tomen go o

Mfg. License No. / MEA siiiinihers /

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

JIHuen3usa Ne

Analysis performed according ND: / Ananuz nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HucTpyknus yreepxkaena: 21.04.2025

Page3of 11/ Crp.3 311

No
Ne

Test / Iloka3arensb

Results / PesynbsTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpokcuanuson

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 yIaepXKUBaHUA MTHKOB 2-
OYTUITHAPOKCHAHU30IA %} 3-
OYTHNTMAPOKCHAHM30Jla Ha XpoMarorpamme
HCIIBITYEMOTO pacTBopa JOJDKHEI

COOTBETCTBOBAaTh  BpPEMEHaM  YIEpXHUBaHUA
MUKOB  2-OyTHATUAPOKCHAHM30NA U 3-
OYTMITHAPOKCHAHM30Ja Ha XpOMarorpaMMme
pacTBopa CTaHAApTHOTO obpasua
Oytunruzapokcuanusona (pasnen «Coneprxanue
OYTHATHIPOKCHAHU30Ta»).

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
3akmwuenue: OJJOGPEHO

Prepared by /

[Toarorosneno: Pravesh

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITposepeno: Pardeep  ||[IpoBepeno (AOK): |[Omobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE

Rana f Kumar Abhishek Chauhan  ||anuo:

\ \ —
Date / Date / Date / Date / / N = S
Hata: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Hara: %J‘"m %A r)/O v

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telanigana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6

vVill. Khol, Malagarh Road, Baddi,
Distt. Soian, H.P, 173 205, iNDIA
Tel: +81 538165 56001-02

CEPTUOPUKAT AHAJIN3A

wawLarreddys.com

E)duct :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxenpece (keTopossak) TabiieTkH, AHCIEprupyemMble B moJI0cTH pTa, 10 Mr

| Market / Peinox :Russia / Poccus

JHneH3us Ne

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

Cepusn Ne & V250204 O0BeM cepun " 36,00,000 Tab

Analytical Report No/ - 040003241426 Date of Analysis / . 98.12.2025
AHanuTHYecKHii oTyer Ne JlaTa ananu3za

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

Hara npouspoacTea I'onen no -

Mfg. License No. / MA number: /

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

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

Page4 of 11/ Crp.4 m311

NNS Test / Ilokazarens Results / PeaynbraThl Specification / Hopma
3 Average weight / Cpennss 69.9 mg/69.9 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 %. /
o Lormlﬂ); — ;g Complies / CoOTBETCTBYET 18/20 Tabnetox — He Oomee + 10 %;
AHAROR e 2/20 Tabnetox — He 6onee + 20 %.
4 i _Disfntegration time / 00 min 38 sec / 00 Mun 38 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenue Unit-1 / Taba-1 99 % Not less than 75 % (Q) of C5sH13NO3+C4sH [ NO;
i (ketorolac tromethamine) in 15 min. / He menee
Unnit-2 / Tabin-2 9% | 75% (Q) CisHiNOs*CsH;NO; (xetoponaka
Unit-3 / Tabn-3 99 9, TPOMETaMHH) 4yepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 98 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykt cooTBercTByeT TpeboBaHumsiM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioarotosneno: Pravesh Iposepeno: Pardeep  |[[Tpordpeno (AOK): ||Onobpero: Obecneyenne kauecTBa/OTBETCTBEHHOE
Rana Kumar ('i/ Abhisliek Chauhan  |[mmio:

= }_ __\“ 7
Date / Date / Date / Date / .\/L/ e r)/,\
Jlara: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Jlara: \u 3

Registered Office: 8-2-3

37, Road No. 3, Banjaa Hills, Hyderabad - 500034, ]’elang,ana india
Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85i95AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘,‘o

CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205, INDIA
Tel . +21 92166 5600i-02

CEPTHO®HKAT AHAJIU3A

wvwLdrieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa™ Ixenpece (keTopoaak) TabaeTky, JAHcneprapyemble B o10cTH pra, 10 mr B

Market / Prinox :Russia / Poccus ]

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

Cepus Ne 3 aauEd O0neM cepun © 36,00,000 Tab ]

Analytical Repourt No/ - 040003241426 Date of Analysis / . 98.12.2025

AHanuTHYeCKMH oTyeT No Jara anaiansa

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

JlaTra npou3BoaCTBA T'ogen no

Mfg. License No. / MA number: /

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

JIHLeH3us Ne

Analysis performed according ND: / Ananns nposenen nmo H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuns yrep:kaena: 21.04.2025

PageSof 11/ Crp. 5 n3 11

i.f Test / [Toka3zaTens Results / PesynbTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 um
JAucnepcHocThb sieve is formed. / OOpazyerca oaHOpoAHas
CYCTHeH3Us, MpOXoAdliasi CKBO3b CHUTO C
pa3mepom oTBepcTHif 710 MKM.
4 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor

/ Hwxe mpenena

Below LOQ (LOQ = 0.0032 %)

KOJIMYECTBEHHOIO OINPCACTICHUA

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

[Toarorosneno: Pravesh

IIpoBepeno: Pardeep

KeTopoJaKa (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / e 6omnee 0,8 %;
1-keToaHasoT keTopoJaka
unidentified impurity / 0.03 % not more than 0.5 %; / He 6onee 0,5 %;
eAMHHYHas
HEUJEeHTH(OULUPOBAHHAS
npHMech
' total impurities / 0.1% not more than 1.0 %. / He 6ouee 1,0 %.
cymMMa Iipumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanne: ITpoaykt cooTBeTcTBYET TpeboranusaM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

[Tposepeno (AOK):

Onobpeno: Obecnedenue kayecTBa/OTBETCTBEHHOE

Rana | Kumar Abhishglk Chauhan  [[nmuo:
J e || R )
% L.ZI == 'A'
Date / Date / Date / Date / M N rz//\
Jara: 28.12.2025 Iara: 28.12.2025 Iara: 28.12.2025 Jara: J /792(K IQ
= 7

Registered Office: 8-2-337, Road No. 3, Banjaia Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €@

CERTIFICATE OF ANALYSIS

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

vill. Khol, Maiagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA

Tl

i :+01 88166 56001-02

CEPTUOHUKAT AHAJIM3A J'\W,_d,.,reddyslcom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
IIpoayxr: Keropon® Ikenpece (keToposiak) Tab/1eTKH, AHCOEPrHpyemMble B N0JIOCTH pTa, 10 mr B

Market / Prinox :Russia / Poccus - ]

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

Cepust Ne R V2024 O0nem cepun © 36,00,000 Tab

Analytical Repovrt No/ - 040003241426 Date of Analysis / . 98.12.2025

AHanaTH YecKHif oTyeT Ne Jara apannza

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

Jara npoussoacTea T'onen o

Mfg. License No. / MA ber: /

TIponsBocTBenNAs - MNB/05/263 B - JITI-Ne(004669)-(PT-RU)

Homep PY

nuneH3nst Ne

Analysis performed according ND: / Anasus nposenen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UacTpyknns yrBepxaeHa: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

i.:) Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
CopepixaHne BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaToyHbie OpraHH4ecKHe PacTBOPHTEIH
Isopropyl alcohol / 9 ng/tab / Not more than 350 pg/tab. /
Hsonponanon 9 MKr B Tabnerke He Gonee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJ 3akauenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [Tposepeno: Pardeep  |[[Tposepero (AOK): |[{Onobpeno: Obecnedenne kauecTBa/OTBETCTBEHHOE
Rana j Kumar Abhishgk Chauhan  ||nuuo:
" |
\
A\
Date / Date / Date / Date / L/\.L/ 0~ <
Hara: 28.12.2025 Iara: 28.12.2025 Jarta: 28.12.2025 Hara: )\—/ A}\/\ ’)/Q?/ :

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 4G 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.
Fermulation Unit-6

vill. Khol, Malagarh Road, Baadi,
Dictt. Soian, H.P, 173 205, iNDIA

lei 1 +91 35166 56001-02

CEPTHO®UKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Ketopoa® Dkcnpece (keTopoaak) TadaeTkH, AMCNeprupyemMple B noJocTH pra, 10 mr B ]
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne W VA02434 O6beM cepun * 36,00,000 Tab
Analytical Repovrt No/ - 040003241426 Date of Analysis / . 98.12.2025
AHaJIHTH YeCKHH oTUeT Ne JlaTa anaJjiH3a |
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara npoussoacrea T'open no
Mfg. License No. / MA T
TIpon3BocTBeHHAS - MNB/05/263 pumber: - JITI-Ne(004669)-(PT-RU)
Homep PY
JHueH3us Ne

| Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PTI’-RU)-190224
l PIL version approved: / UucTpykuus yrBepxkaeHa: 21.04.2025

Page7o0f 11/ Crp. 7 m3 11

1;.3 Test / [loka3aTenan Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosiornyeckast yucrora®
Total Aerobic Microbial Less than 10 CFU/g / not more than 10 CFU/g; /
Count / obuiee yucyio Menee 10 KOE/r ne 6onee 10° KOE/r;
a3pOOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and Less than 10 CFU/g / not more than 10> CFU/g; /
mold count / ob1Lee yncao Menee 10 KOE/r He 6onee 102 KOE/r;
JPONOKEBBIX U IUIECHEBBIX
rpu6oB
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcyrctByeTB 1T oTCyTCTBHME B 1 T.
11 Uniformity of dosage units / 4.7 Acceptance value (4V) not more than 15.0
OaHopoaHoOCTB IoxkazaTenb npuemnemocTtu (4A¥) noykeH ObITh
I0O3UPOBAHHBIX €IMHHULY He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusM H]J

Conclusion : APPROVED /
3akarwyenue: OJJOBPEHO

Prepared by /

[Tonrorosneno: Pravesh

Rana

Checked by /

Kumar

4

J

INposepeno: Pardeep

&=

Checked by (AQA) /
[Mporepero (AOK):
Abhishék Chauhan

Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

JIHLO:
2 I

Date /

Hara: 28.12.2025

Date /

Jara: 28.12.2025

Date /

Jlara: 28.12.2025

Date /

"D

Jata: K/ ((7 C\)

Registered Office: 8-2-337, Road No. 3, Benjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €&

.

CERTIFICATE OF

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

Vill. Khol, balagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA

Tal - a4 GEIEE % G070
fel s 401 96166 56001-02

ANALYSIS

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product :'AI\‘('etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopoa® Jxcnpecc (keroposak) Tab/ieTKH, AMCHEPrHPYeMble B 10J0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusn Ne i et Obbem cepun " 36,00,000 Tab

Analytical Report No / . 040003241426 Date of Analysis / . 98122025

AHaJHTH YeCKH it oTyeT No JlaTta anann3a

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

Jara npoussoacTea T'onen no

Mfg. License No. / MA number: /

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

JHueH3ud Ne

Analysis performed according ND: / Auanus nposeaen mo HJI: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuns yreep:kaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i.:) Test / IlokazaTeanb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.9 mg/9.9 mr From 9.0 mg to 11.0 mg of
onpeaeneHue (99.2 %) CisH13NO3+C4H 1 1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 mr pi (o) 11,0 Mr
CisH13NO3+C4H  1NOs (KCTOpOJ'IaKa
tpomeramuH) (ot 90,0 mo 1100 % ot
3asABJICHHOIO KOJIMUECTBa) B TableTKe.
13 Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab. /
content / Copnep:xxanue 0.0937 mr B Tabnetke He menee 0,042 mr B Tabnetke.
OyTHATHAPOKCHAHM301A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: [IpogykT cOOTBETCTBYET TpeboBaHuAM HJL 3axknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Ionrorosnexo: Pravesh [Iposepeno: Pardeep  |[[Tposepeno (AOK): [|Onobpeno: Obecrneuenue kayecTBa/OTBETCTBEHHOE
Rana / Kumar Abhish¢k Chauban  ||muuo:

y ‘ ‘

) = \

“AA

Date / |Date / Date / Date / /\(J /\Q/ 7/)
Hara: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Hara: r\l L_j-//qﬁ 3 ')9

Registered Office: 8-2-337,

Road No. 3, Banjara Hifis, Hyderabad - 500034, |‘_¥-,—.7/,,na, Incia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mali@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6
Vill. ihol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

LN NS Er SR 5 33
1 +91 281566 56001-02

CEPTUDPUKAT AHAJIU3A

www.arreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegratilig Tablets 10 mg
ITpoaykr: Keropon® Jkenpece (keToposak) TabjeTkH, IHCOEPrEpyeMble B OJIOCTH pTa, 10 Mr

Market / Peinok

:Russia / Poccus

Batch No / 4 Batch Quantity / 36,00,000tab/

Cepus Ne & Y2024 Oo6bemM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003241426 Date of Analysis / . 28122025

AnanuTHYecKni oryer Ne JlaTa aHasn3a

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

JlaTta npoH3BOACTBA I'ogen go .

Mfg. License No. / MA iiimbers /

IpouzsoacrBennan : MNB/05/263 ‘ : JIII-Ne(004669)-(PT-RU)
Howmep PY

JAHuen3usa Ne

Analysis performed according ND: / Ananns nposenen nmo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

OnucaHue ynakoBKM

i.oo Test / [lokasaTens Results / PesynbTaTh! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onucrepe uz (ITA/AJVTID ¢
Biaromnorjorurenem/IIDBIT)

¢onsru // (TI3/AJT) donwru. Mo
2 bnuctepa BMeCTe C JHUCTKOM-

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetox B Onucrepe u3
(MA/AJ/TID ¢ BnaronomtotuteneM/I[12BIT)
doneru // (II3/AJ1) doneru. [lo 1 wiu 2
OnucTepa BMECT€ C JUCTKOM-BKJIAMIbIIIEM B
Nayky KapTOHHYIO.

BKJIaabIIEM B
KapTOHHY1O.

nauky

* When the drug product is released, the quality control for Microbiological Puvrity is performed for one batch in

every 20 batches or one batch per year whichever is more.

* JIpu BhINyCcKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb Ka4ecTBa 10 nokasarenio «MuKpoGHoioruyeckas
4YHCTOTa» MPOBOAHTCS AJIA KaxkAoii 20-0ii cepuu, UM AJ19 OAHOI CEPHH B TOJ, B 3aBUCHMOCTH OT TOro0, 4TO

HACTYINHT paHbLIE.

Remarks : The Product confirms to ND/
Hpumeuanue: Iponykt cooTBeTCTBYET TpeGoBaHmsiM HJ

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Checked by / Checkdd by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotosaeno: Pravesh IIpoBepeno: Pardeep I1posepgHo (AOK): |[Onobpeno: Obecneuenne kaqecTBa/OTBETCTBEHHOE
Rana j Kumar Abhishé“ ChaulT JTHLO:

= " /
Date / Date / Date / Date / \—// A T ]/)
Hara: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Hara: (\\Wqﬁ‘ 5 vV

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 95166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Ketopos® Jxcnpece (keTopoyak) TaGIeTKH, AMcneprupyembie B noaoctu pra, 10 mr |
Market / Puinok :Russia / Poccus B o
Batch No / _ Batch Quantity / ~36,00,000 tab/
Cepus Ne # ¥2502494 O6bemM cepHH " 36,00,000 Tab
Analytical Repo:-t No/ . 040003241426 Date of Analysis / . 98.12.2025
AHanuTHYeCKHH oTUeT No Jlara aHaan3za
Date of Manufacture / - 12/2025 Date of Expiry / . 112027
JaTta npon3BoacTBa T'ogen oo
Mfg. License No. / T ———
IIpousBozcTBeHHAN : MNB/05/263 : : JITI-Ne(004669)-(PT-RU)
Homep PY
JHnen3nsi Ne
Analysis performed according ND: / Ananu3s nposexen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yrBep:kaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / HanmenoBauune APC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoaurens APC:

ABSHO001605

FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIIMH NIPOH3BOJHTEIS
I'JId:

FESA00218

API Manufactured by & country /
IIponsBogutenr APC, crpana:

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

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

HanmenoBanue, aapec, JIMIEH3HsI JJIs1
IIpounsBoacTBenHas muomaaka / Inomaaka
KOHTpoJ# Ka4yecTBa / Ilnomaaka BbInycka

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

H-p Peanu’c Jlaboparopuc Jitn., Unnus, [IponssoncrBenHoe
nonpasnenenue-6, Bumn. Kxonw, Hanarapx Poyn, banom, {uctpukr
Conan, X.I1., 173205, Uugus (uuensus 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 established».

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [posepeno: Pardeep  |[ITposepepo (AOK): [|Omobpeno: Obecneyenune kauecTsa/OTBETCTBEHHOE
Rana ] Kumar L)L_’ Abhishe1 Chauhan  |{mnmo:
L = De \ m
Dat = w 7
a e./ Dalef ‘ Date / Date / VL}‘/& /\ (79()/ :
Jara: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Hara: /2/\ ;
A

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.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS 1. . .0i05166 56001-02
CEPTUOUKAT AHAJIU3A wwvr.drreddys.com

Dr.Reddy’s ":’.

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Ixcenpece (keropoJak) TabieTkn, AMcneprupyemMsle B oJ1ocTi pra, 10 mr
Market / Poiaox :Russia / Poccust

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

Cepus Ne s O6BeM cepHH " 36,00,000 Tab ]

Analytical Repo:‘t No/ . 040003241426 Date of Analysis / . 98122025

AHajiaTHYeCKHH oTYeT No JlaTa aHaJH3a

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

JaTa npon3BoacTBa Tomen mo

Mfg. License No. / WA, i

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

Junen3ust Ne

Analysis performed according ND: / Anann3 nposenen no HJ/I: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3aknouenne o coorBeTcTBHU: «HacTogmuM 1 mOATBEpXKIal0, YTO MPHUBEICHHAs BhIlle UHQOpPMAIHUs SBISETCS
JOCTOBEPHON M TOYHOM. DTa cepHs MPOAYKIMH NMPOU3BeJeHa (BKIIIOYas YMakoBKY (MapKUpPOBKY) W KOHTPOJb
KadyecTBa) Ha BHIIIEYKAa3aHHOH IPOU3BOJACTBEHHOH IUIONIanke (IJIOIIaJKaXx) B IIOJHOM COOTBETCTBHH C
tpeboBanusamu IlpaBun Hajutexareli NPOM3BOACTBCHHOH NMpakTHku EBpa3suiicKOro SKOHOMHMUECKOTO COM03a H
TpeOOBaHHUSMH KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEICTB, a TaKXKe B COOTBETCTBHHU CO CIIEHH(UKAIIHUAMH,
COAEpKAINUMHCS B PETUCTPALITMOHHOM OOCEE CTPAHBI-HMIIOPTEPA. 3amnucu 1o IIPOHU3BOACTBY, YIIAKOBKE H aHATIU3Y
NIPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeOoBaHMsIM [IpaBun Hajiexaniei mpou3BOACTBEHHOM PAKTHKA
EBpﬂBI’IﬁCKOF O SKOHOMHYCCKOT'O COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHmsim HJJ

3axknawyenue: OJOBPEHO

Prepared by / Checked by / Checkéd by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Pravesh ITposepeno: Pardeep  ||TIposepgno (AOK): ||OnoGpeno: OGecneyenue kauectsa/OTBETCTBEHHOE
Rana ( Kumar OL,_.— Abhish;‘i Chauhan  (|miwo:

I ;
Date / Date / Date / Date / V) v
Hara: 28.12.2025 Hara: 28.12.2025 Hara: 28.12.2025 Hara: O }JL%/\ ‘)ﬂ

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, lHyderabad - 500034, Telanzana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507

www.drreddys.com




