Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS _ | 41 9164 56001-02

CEPTHOPHKAT AHAJIHM3A

Product : Ketorol Express (ket(Hac) Orally Disintegrating Tablets 10 r;lg_
Ipoayxr: Keropon® Jxenpece (keT0poak) Taduerki, AucneprupyeMbie B NoM0CTH pra, 10 mr

www. drreddys.com

Market / PuiHOK ;Russia / Poccus .

o [ ae
e vowon ML s
e Date ol Bxpiy T g4
i‘i‘;ﬁﬁ.ﬁ;‘iﬁﬂ‘.’éﬂ . MNB/05/263 ey 2[‘)“1‘,"}’,“” : gg)-Ng(004669)—(PF-
annensnsg Ne

Analysis performed according ND: / Ananns iposenen mo HJL: JITI-Ne(004669)-(PT" -RU)-190224

Page1of9/Crp. 139

tablets with "|" debossed on one
side. / Kpyrable mrockue
Tabnetku ¢ dackoH, cBeTIo-
HKENTOro LUBETA C FPaBUPOBKOM
«|» Ha 0AHOH CTOPOHE.

N
Ngo Test / IToxazarenb Results / Pe3yabTathl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnsie
rutockue TabneTkn ¢ dackoli, cperno-
JEITOro UBeTa ¢ rpaBMpOBKOH «l» Ha
OJIHO}i CTOpOHE.

2 Identification / MaenTndukauus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®d-cnexTpbl NOTTOLUEHHA
HCTBITYEMOrO pacTBOpa M DPacTBopa
cTanaaptHoro  ofpasta  KeTopoJaka
TpoMeTaMHHa LOJDKHBI UMeTh
MaxkCHMYMBI TIpU OIHOW W TOH >Xe JnHHe
BOMNHB! (£ 2 HM).

Remarks: The Product conforms to ND/
[IpumeyanHe: IIpooyKT COOTBETCTBYET TpeGoBaHUAM HI

Conclasion: APPROVED /
Zakmogenue: OJJOBPEHO

Hoaroroeneno: Pravesh Rana

Prepared by / {,
2

Checked by / .
ITpoeepeHo: Ramakant

S

Approved by: Manager/Executive /
Onobpeno: Meremxep / PykoBogure:ns
, Amit Kumar '

A
AT

_| Reprint Date /
Jara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date / j
Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +21 40 4900 2998, Email: mail@drreddys.com

CIN: LB5125AP1984PLCOV4507
www.drreddys.com
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltcl

Formulation Unit-6

vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56001-02

CEPTHDUKAT AHAJIM3A

www.direddys.com

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

Hpoaykr: Keropoa® Ixcnpecc (KeTopoaak) Tabaerxw, AHCIeprupyembie B moocTi pra, 10 Mr

Market / Prinor :Russia / Poccus el oy g =
Batch No / . V2501178 Batch Quantity / 3600000 tab /

| Cepust No ) O6nem cepun © 3600000 T26
Anmnalytical Report No / ] Date of Analysis / "
AHanaTuyeckmii oTuer Ne RN Jara anajnza g [P L%
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jarta npon3BoacTsa Toaen 10
Mfg. License No. / _
IIponzBoacTBennas : MINB/05/263 IIY]I A nurlr;;)’er:/ - i{[[l -Ne(004669)~(PT-
Jaamen3na Ne omep )

Analysis pertormed according NU):

/ Anaanz npoBeaeH I_IO-HJ.I: JILI-Na(U04668)-( 1 -R U )-1402 24

No

N Test / IlokazaTensb

Results / PesyasTaThl

Page20f9/Crp.2 n39

Specification / Hopma

Complies / CoOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogtam of
ketorolac tromethamine standard solution
(Assay section). / BpeMs ynepXuBaHHs
OCHOBHOIO IIMKa Ha XpoMaTorpamMme
HCIIBITYCMOTO pacTBOpa IOJDKHO
COOTBETCTBOBATL BPEMEHH YAEPKUBAHUA
OCHOBHOTO [MMKa Ha XpoMaTorpamme
pacTBOpa CTaHOAPTHOTO obpazna
KeTopoNaka  TpoMeTamMMHa  (pasjen
«KonuuecTBeHHO® ONpeeneHHe).

Remazks: The Product conforms to ND/
ITpumevanue: [Ipoaykt cootetcTyeT TpeboBanuam HJL

Conclusiom: APPROVED /
3axmrouerne; OJOBPEHO

Prepared by /

[TonrorosneHo: Pravesh Rana

-~
o

&

Checked by /
ITposepeno: Ramakant

ae2

Approved by: Manager/Executive /
Onobpeto: Menemxep / PykosoauTens
Amit Kumar

Reprint Date /
Hara: 16.06.2025

Reprint Date /
JHara: 16.06.2025

Reprint Date / !
Hara: 16.06.2025

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt

Forrnulation Unit-6

vill. Khol, Nalagarh Road, Badldi,
Gisit. Solan, H.P., 173 205, INDIA
Tel : +91 98168 58U01-02

CEPTUPUKAT AHAJIU3A

www.drreddys.com

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

Ipoaykr: Ketopon® 3xenpece (ketoponsak) TabieTks, AHCHEPIHPYEMbIE B OJOCTH pTa, 10 mr

_‘

Market / Poisiok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne VUL O6beM cepHH ' 3600000 Tab
Analytical Report No / , Date of Analysis / :
AHanuTHYecKHil oTyeT No CATIRER 21 Jlara ana/M3a ) Lol
gate of Manufacture / . 05/2025 Date of Expiry / . 04/2027
aTa NPOH3BOACTBA I'ogen no
Mfg. License No. /
IlpoussojcTBeHHAS : MNB/05/263 EA nur;;er: / : gH'N2(004669)_(PF_
JuneH3Hs Ne omep )

Analysiy perlormed necording ND: / Amwnn nposeuen no HJE: JILL Ne(004669) (PL° RU) 190224

Page3of9/Crp.3 39

i

— =

_N.,O Test / [TokazaTenb Results / PesyibTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuzon butylhydroxyanisole “and 3-
butylhydroxyanisole peaks on the

butylhydroxyanisole and
butylhydroxyanisole peaks on

«Cognepxanue
6y THITHAPOKCHAHN30/1a»).

chromatogram of the test solution should
correspond by the retention times to 2-

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” sectiomn). / Bpewmena
yIAEpXKHUBaHHA [HKOB
2-AyTUNCUANOKCHAHIWROTIA "
3-6yTMICMIPOKCHAHU30I1a Ha

XpoMarorpaMme HMCrnbITYEMOI'O pacTBOpa

HOOJAHBl  COOTBETCTBOBaTL  BPEMEHAM
yIepXUBaHHA THKOB
2-6yTHNTUIPOKCHAHU301a U
3-0yTWIrHApOKCHaHK301a Ha

xXpomarorpaMme pacTeOpa CTaHAAPTHOTO
o6paszua 6yTWITHIPOKCHARMONA (PAryien

3-
the

Remarks: The Product conforms to ND/

ITpumeuanne: [Tpoaykr coorsercTyer Tpebopanuam HII

Conctusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /'
Ioarorosneno: Pravesh Rana j‘
¢

Checked by /
Ipoepeno: Ramakant

3]

Approved by: Manager/Executive /
Opnobpeno: Mexenxep / Pykosonutens
Amit Kumar i

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tal: 431 40 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.

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tol - +91 98166 56001-072

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Expreés (ketbrolac) Orally Digntegrating Tablets 10 mg
IIpoaykr: Keropon® Jxenpecc (keTopoaak) TaGieTKH, AHCTEpIHpyembie B OJOCTH P12, 10 mr o B

Market / Poinok :Russia / Pocchs -

Batch No / . V2501178 Batch Quantity / 3600000 tab /

Cepun Ne ' O6bem cepun " 3600000 Tab
Analytical Repo‘f‘t No/ . 040002966298 Date of Analysis / . 16.06.2025
_AHaTHTHYeCcKHH oTueT Ne JlaTa aHaJan3a N
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Harta npou3BoOACTBA T'onen mo _
Mfg. License No. / . . .
IpousBogcTBeHnas : MNB/05/263 Lo il el DR 09T

Homep PY RU)
JHnen3us Ne |

Analysls performed according ND: / Anamms nponeacu o ITT: JITT- Ne(004669) (PI" 1tU) 150224

Page40of9/Crp.4m9

Results / PeaynbTaTh!

Specification / Hopma

e Test / Ilokazatenb
Ne
3 Average weight / Cpeansis
macca
Uniformity of weight /

OJIHOPOAHOCTL Maccebl

69.6 mg / 69.6 Mr

Complies / CooTBETCTRYET

67.2mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr g0 72,8 mr (70,0 mr £ 4,0 %).

18/20 tablets - not more than £ 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetok ~ He OGonee =+ 10 %;
2/20 Tabnetox — He Gonec + 20 %.

4 Disintegration time /
PacnanaemocTn

00 min 34 sec / 00 MuH 34 cek

Not more than 3 min. / He 6onee 3 MaH.

_

5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100% | Not less than 75% (Q) of
. ] C15H3NO3+C4H | 1NOs (ketorolac
Sfalle2 T (ohr ' tromethamine) in 15 min. / He Mmenee
Unit-3 / Tabn-3 97% | 75% Q) CisH1aNO3+CsH1NO;
. (xeTopoJiaka TPOMETaMHH) uepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeuanue: poaykt cootseTcTBYeT TpeboBanHusam HJ

Zaxmwuenne: OJJOBPEHO

Prepared by /
TlonrorosneHo: Pravesh Rana

Checked by /
IMposepeno: Ramakant

b

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens
Amit Kumar A—

-
J

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Hata: 16.06.2025

1

Reprint Date /
Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 431 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr.Reddy’s ‘;’

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

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

CEPTH®HKAT AHAJTU3A

www.drreddys.com

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

IpoayxT: Keropoa® Dkenpece (keToposak) TabierkH, Ancneprupyessie 8 HOI0CTH pra, 10 mr .-

Market / Prisok :Russia / Poccus S
Batch No / . V2501178 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepun 3600000 Tab
Analytical Report No / . 040002966298 Date of Analysis / . 16.06.2025
AHanuTHYecKuH oTHeT N2 Mara anaan3a )
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa mpoM3iBOACTEA s I"onen no
Mfg. License No. / . o
IMpoussoacTeenNnas : MNB/05/263 MAVST G LR 56)~(ET-

Jinening Ne

Homep PY " RU)

Analysis performed according ND: / Anasns upum-;g_m no HJL; JITI-Ne(004669)-(PT-RU)-190224

Page Sof 9/ Crp.Su3 9

AucnepcHOCTL

i.: Test / IlokazaTens Results / PesynbTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pasyerca
ONHOpOAHAsd CYCHEH3HA, NPOXOAsINAs
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / [IpumecH

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Hwxe npeaena o6Hapyxenus (110 =

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

Coaepxanue BOIbI

1-THOPOKCHARATIOT 0.0010 %)
KeTopoJaka
1-keto analog of ketorolac / not more than 0.8 %; / He 6onee 0,8 %;
1-xeToaHa1or KeTOponaKa 0.07%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
e IMHIMHASA 0.01%
HeHACHTHPHULPOBaHHAs
NIPAUMECD
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa IpHMecEit
8 Water content / 2.6 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
TIpumeyanne: IlpoayxT coorsercTByet Tpebosanuam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ; Checked by /
IToxrotoeneno: Pravesh Rana g IMpoeepeno: Ramakant

s

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Amit Kumar f\ A

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

Reprint Date / |
Jlara; 16.06.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Yill. Khol, Nalagarh Road, Baddi.
Disii. Solan, H.., 173 205, iNDIA

CEPTHO®HKAT AHAJIM3A

Tei : +G1 98166 5C001-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon®” Ixenpece (Keroposax) rabaersu, ARCHEPIHPYEMbIe B NOJOCTH pTa, 10 mr

Jgunensusa Ne

Market / Prinok :Russia / Poceust ) =t =
Batch No / ] Batch Quantity / - 3600000 tab /
Cepnsa Ne A O6beM cepHu 3600000 Tab
Analytical Repo:'t No/ . 040002966298 Date of Analysis / - 16.06.2025
AHanuTHYeckH# oryeT No JlaTa aHaansza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
Jdara nposzBoACcTBa Tomen mo
Mfg. License No. / : 3

: MA number: /  JITI-N2(004669)-(PI™-
IIponzBoacTBeHHAS : MNB/05/263 Homep PY " RU)

Analysis performed according ND: / Anannz nporegen no HI: JIIT-Na(004669)-(PT-RL)-190224 L=

Page 6 of 9/ Crp. 639

i:) Test / [MokazaTens Results / Pe3ynbTaTel | Specification / Hopma
9 Residual solvents / OcTaTounble OpraHH4YeCKHe pacTBOPHTENU
Isopropyl alcohol / 19 pg/tab/ Not more than 350 pg/tab. /
HzonponaHon 19 Mkr B Tabnerke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ Mukpo6uoaornyeckas yuerora™®

OxHOpPOAHOCTH
ZO3HPOBAHHBIX €AHHHLL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob1ee Yo He 6onee 107 KOE/T;
a3poOHBIX MHKPG-
OpraHU3MoB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / ob1ee umciao ue Gonee 10 KOE/T;
[POXOKEBBIX M TLIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCcTBUE B 1 T
11 | Uniformity of dosage units / 5.8 Acceptance value (4¥) not more than

15.0 ToxasaTeb npremnemMocTH (A V)
noJbkeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/
IMpumeuanue: [Tpoaykt cooterctBYeT TpebGopanuam HI

Conctusion: APPROVED /
Saxnouenne: QJOBPEHO

Jata: 16.06.2025

JHata: 16.06.2025

Prepared by / ! | Checked by / Approved by: Manager/Executive /
[Monrorosneno: Pravesh Rana f Iposepeno: Ramakant Opno6peno: Meuemxkep / Pyxogoaurens
, 1 Amit Kumar A
@'\)"‘{Uﬁ, ,:"!\“"w—' et
Reprint Date / Reprint Date / Reprint Date / J

Nara: 16.06.2025

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: L85125AP1534PLCO04507
www.drreddys.com




Dr.Reddy’s Q’:'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Bacidi,
Disiv. Solan, H.B., 173 253, INDIA

CERTIFICATE OF ANALYSIS ~ ™ °'°0 (el )

CEPTHUOHKAT AHAJIM3A . iioddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxt: Keropon® Sxcnpece (Keroponiak) TadieTkn, Aucneprupyemsie B nonocrs pra, 10mr

Market / Poitok :Russia / Poccusa

Batch No / - V2501178 Batch Quantity / . 3600000 tab /

Cepust Ne ' O0bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002966298 Date of Analysis / - 16.06.2025

AnaJATHYecKnH 0T4eT No Jara anaqan3a

Date of Manufacture / - 05/2025 Date of Explry/ . 04/2027

Hdara npoH3BOACTBA T'open o

Mfg. License No. /

IIpouzsomcTBeHHas : MNB/05/263 pAVATIE S : BRI (L 2
Homep PY RU)

JHnensHa Ne -

Anulysis performed according ND: / Anaims nposgien no HJL; JUI-NMi004669)-(P1'-RU)-180224

No
Ne

Test / IToxa3zaTenas

Results / PesyibTaThl

Page 7of 9/Crp. 7139

Specification / Hopma

12 Assay / KonnuecTBeuHoe
onpeaecieHne

10.1 mg/10.1 mr
(101.2 %)

From 9.0mg to 11.0 mg of
C1sH13NO3+C4H( NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr g0
11,0 Mr CsH13NO3+*CsH11NO;
(keTopoJaka TPOMETAMHH) (ot 90,0 mo
110,0 % OT 3asABJIEHHOTO KOMHYCCTBA) B
TabneTke.

13 | Butylhydroxyanisole
| content / Copep:xanne
6y THJArHAPOKCHAHH301a

0.0959 mg/tab /
0.0959 Mr B TabneTke

Not less than 0.042 mgf/tab. /
He menee 0.042 Mr B TabneTKe.

14 | Package description /
OnucaHue ynakoBKH

10 tablets in a Dblister

of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 TabneTok B
information leaflet in a carton | Guucrepe u3 (TIA/AJI/ITD @
pack. / Tlo 10 Tabrnetok B | Bnaronornotutenem/IIIBII) donbru //
omctepe u3 (IIA/AJVIID ¢ | (T19/AJD) ponern. Mo 1 unu 2 dmuctepa

prnaronoraoturenem/I12BIT)

BMECTE C NHCTKOM-BKNaAbIIUCM B NavYKy

donbru // (TI5/AJT) doneru. Ilo | kapTOHHYIO.

2 6nucTepa BMECTE C JIUCTKOM-
BKJIAABILIEM B nauxy

KapTOHHYIO.

Remarks: The Product conforms to ND/
IMpumeuanue: [Tpoaykt cootsercreyer Tpeborannam HI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IToarotosneHo: Pravesh Rana g

"

Checked by /
[Tpoeepeno: Ramakant

bt

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurenb
Amit Kumar ]\,f L

Reprint Date /

JHara: 16.06.2025

Reprint Date /
JNara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

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

Tel : 491 98166 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

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

Mpoayxr: Keropoa® Drenpece (keToponak) Ta0seTKH, AHCHEPIHPYEMBIE B 00J0CTH pra,10mr
Market / Poinok :Russia / Poccus i e

Batch No / V2501178 Batch Quantity / _ 3600000 tab /
Cepus Ne : O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002966298 Date of Analysis / . 16.06.2025
AnajinTHY9ecKHii oT4eT Ne Jata anaJjnza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

 Jata npom3BoacTBA | Tonen no L
Mfg. License No. /

IIpousBoacTBEeHHAR : MNB/05/263 I;IIA nm;.;’,er' 4 ; g{II)-N.(004669)-(PF-
snuensus Ne omep il
Analysis performed according ND: / Ananus nposenen mo 1L JITI-Ne(004669)-("T-RU)-190224

Page 8 of 9/ Crp. 8 n3 9

* 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.
* [IpH BHIMYCKE JIEKADCTBEHHOTO MPENAapaTa KOHTPOJL KA4€CTBA M0 N0Ka3aTeNto «MHxpoOuosoryyeckas

YHCTOTa» MPOBOAMTCS ANSL KAKAOA 20-0M cCPHM, HITH JUIs OJHOM CePHH B FO/I, B 3aBUCHMOCTH OT TOr0, 4TO

HaCTYNMT panblile.

API name / Hanmenosaunwe A®C:

Ketorolac tromethamine / KeTopojiaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

Homep cepyH cyOCTAHIHA NPOH3BOXUTENS
TJIP:

API manufacturer batch number / ABSH001016
Homep cepun npouspogutens ADC:
FP Manufacturer API Batch number /

FESA00165

API Manufactured by & country /
Ipoussoautear ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penan'c JlaGoparopuc Jlta., Muaus

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

HanmenoBaHue, agpec, JHUEH3HA A5
IIpon3BoACTBEHHAN NIOMIAKKA / ILnomaaka
KOHTpoJA KadecTea / Ilnomagka BeIIycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pepnn’c Jlaboparopuc Jita., Unnns, [TpoU3BONCTBEHHOE
nonpasaeneune-6, Bumt. Kxons, Hanarapx Poya, bamu, Jjuctpukr
Coman, X.J1., 173205, Unaua (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/

Ipumeyanne: [poaykr cootsercrayer Tpebosanusm HJL

Conclusion: APPROVED /
Zakaouyenne: OJJOBPEHO

Prepared by /

[Toprororneno: Pravesh Rana

Checked by /
INpoeepeno: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoanTens
QBL‘U_!}‘ Amit Kumar /\m, L.

sl

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Tara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85185AP1984PLLO04507
www.drreddys.com




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

B e
Dr.Red dY’S ‘;. yill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 08166 56001-02
CEPTHOMKAT AHAJTHBA v drreddys.com

'Product : Ketorol Express (ketorol?c) 6rally Disintegrating Tablets 10}1';(;

Tpoaykr: Keropoa® Bxempece (keToposiak) Ta6aeTky, AHCIEprupyeMble B NOJM0CTH PT4, 10 mr —_ = 4

‘Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / . 3600000 tab /

Cepus Ne :EoQvE O6nem cepun " 3600000 Tab6

Analytical Report No / . 040002966298 Date of Analysis / . 16.06.2025

AHauTHYeCKHH 0TYeT Ne HMara anajnza

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTta mpon3BoacTBA Iojex o

Mfg. License No. / . s

IIponsBoacTBEeHHAs ;. MNB/05/263 MA pumber: / : M )
Homep PY RU)

nanensag Ne S

| Analysis performed according ND: / Ananus nposesen no HJG: JI1-Ne(004669)-(PT-RU)-190224 ]

Page 9 of 9/ C1p. 9 m3 9
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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aK/I09eHHe 0 COOTBETCTBHH: «HacTOSmUM 3 TIOATBEPAAI0, 4TO NPHBENCHHAS BhINE UHGOPMALIMA ABIIACTCH
IDOCTOBEPHOM M TOYHOM. DTa cepus NMPOAYKIMH IpoW3BeleHa (BKIOYAS YNAKOBKY (MapKHpPOBKY) H KOHTPOJb
KAauecTBa) HA BBINIEyKa3aHHOM [POU3BOICTBEHHOM IUTomaake (OUIOMIAAKaX) B IOJHOM COOTBETCTBHH C
TpeGopanusamu [IpaBun Hajulexalleil TPOH3BOACTBEHHON MPAaKTHKA EBpasHACKOro S5KOHOMHYECKOro COXo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeOoBaHHAMH KOHTPOJIA Ka4y€CTBa JIEKAPCTBEHHBIX CPEACTB,
a TAKXC B COOTBCTCTBHH CO CICHHGHKAIHMAMY, COACPXKALIUMICI B PCTHCTPAIHOHHOM JOChE CTPAIBI-HMIIOPTEpa.
3amucy o NPOH3BOACTBY, YIIAKOBKE H AHATTH3Y POBEPEHEL, W YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHMAM [IpaBu
HajJlexaniei Ipon3BoACTBEHHOM NpakTHKY EBpasuiiCKOro SKOHOMHYECKOTO COK03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanue: ITpoaykr coorsercTeyet Tpebopanuam HI 3axmouenue: OJJOGPEHO
Prepared by / .| Checked by / Approved by: Manager/Executive /
[Moarorosneto: Pravesh Rana f Iposepeno: Ramakant Opao6peHo: Mexemxep / Pyl}&)BOJIHTeJ'Ib
| + Amit Kumar K oo
) gﬂ% . J‘.l\' I ol
Reprint Date / Reprint Date / Reprint Date / '
Jara: 16.06.2025 Hara: 16,06.2025 Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabac - 500034, Telangana, India
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