Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

S Peddy's Laboratories Ltd

FoTiTL

CEPTHO®UKAT AHAJIA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropos® Dxcenpece (KeToposak) TabaeTKHi, AHcHepriupyeMbie B MoJocTh pra, 10 Mo

Market / Prinok :Russia / Poccust
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A N e okooss | DaetAmMIEET 700205
Dl oTMImnET o Do oTBwmi T vy
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Analysis performed according ND: / Agasm3 nposefeH mo HJI: JIII-Ne(004669)-(PT-RU)-190224
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No

No Test / Iloka3iaTenn

Results / PesyabTaTst

Specification / Hopma

1 Description / Onncanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisie nnockue
TabieTKy ¢ $packoH, CBETIO-
XeITOTO UBETA ¢ TPaBUPOBKOM
«l» Ha oHOMH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrmeie
miockae Tabnerkn ¢ dackoit, crermo-
AENTOro uUBeTa € TPaBUPOBKOA «I» ma
omHoll cTopoHe.

1 Identification / Hacwrnncannn

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaksatthe same wavelength
(£ 2nm). / Y®-cnckrpsl MNOTNOIIECHUS

WCTILITYEMOTO pacTBOpa H  pacTsopa
cTaHgapTHOTO o00pazma  KeToponaka
TpOMETaMHHA LOITKHET HMCTH

MaKCHMYMEI TMPH OXHOI W TO¥ Xe ANKHHE
BOITHEI (£ 2 HM),

Remarks : The Product conforms to ND/
TIpuMmeuanue: IIpoIykT cooTBeTCTBYeT TpeboBanmaM HJI

Conclusion : APPROVED /
3axmouerne: OJOBPEHO

Prepared by / Checked by /
ToaroToeneHo: Shagun 22

Ilposepeno: Shehnaz() {

Approved by: Manager/Executive /
-Onobpeno: Menemxep /APykosonuTen,
Amit Kumar [ S~

Reprint Date /
Jara: 27.02.2025

Reprint Date /
Jara: 27.02.2025

Reprint Date /'
Hata: 27.02.2025




Dr. Réddy’s Qf:‘

CERTIFICATE OF ANALYSIS

aboratovies Lic

O Bedd

CEPTHO®WKAT AHAJIN3A

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

VA direddys.com

Hponykr: Keropon® dxenpece (KeToposak) TaGAeTkH, AMCHEPrApyeMbIc B MOJOCTH pra, 10 Mr

Market / Peinok :Russia / Poccus
Batch No / . V2500331 Batch Quantity / 3600000 tab /
Cepun Ne : O6BeM cepHH " 3600000 Tab
Analytical Report No / . Date of Analysis / _
AHamMTHYecKHH oTyeT Ne (LR JlaTa aHann3a R
Date of Manufacture / . Date of Expiry / .
JlaTa npou3BofCcIBa Pl Tonen go 0led
Mfg. License No. /
) MA number: / . JIII-Ne(004669)-(PI'-
IlponzBoacTBEHHAN : MNB/05/263 Homep PY ' RU)

JTaensus Ne

Analysis performed according ND: / Anann3 nposeaes no H/I: JI-Ne(004669)-(PI-RU)-190224

Page 2 of 9/ Cip. 2 m3 9

No

No Test / IloxazaTenan

Results / PeayanTaTnl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogramof
ketorolac tromethamine standard solution
(Assay section). / BpeMa ynepXubaHus
OCHOBHOTO TNHMKa Ha XPOMAaTOTpaMMe
HCTEITY €MOTO pacTeopa IOJIKHO
COOTBETCTBOBATE BDEMEHH YICDXKIBA HUS
OCHOBHOTO THKa Ha XpOMaTOTpamMe
pacrtBopa CTaHZapTHOTO obpama
KeTopoJiaka TpoMeTaMHHa  (pasmen
«KonniecTBEHHOE ONPENETEHHE).

Remarks : The Product conforms to ND/
ITpumeyanue: Ipoaykr coorsercTByeT Tpebopannim HJI

Conclusion : APPROVED /
3akmoyenne: OJIOGPEHO

Jara: 27.02.2025 Hara: 27.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /

Toaroroeneno: Shagun %" IIpogepeHo: Shehnaz% “Onobpeno: MCHCHH\'CP\/ Pykoponurens
Amit Kumar PN

Reprint Date / Reprint Date / Reprint Date / :

Hara: 27.02.2025

Panisternd Offine: 8-2-32

T2l +231 4

27 Road Mo 3, Banfara Hilis, Hyderabad - 500034, Telangana, India




Dr. Réddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIHU3A

Praduct ;

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg’

Hpoavir: Keropoa® 3xenpece (KETOpoJak) TafacTkn, ANCHEPrHpyeMbie B N0J0CTH pTa, 10 mr

Market / Peinok :Russia / Poccua

e o R
N R |
DeamET oo Date T BXpiy T g1a0er
#;ﬁ.ﬁiiﬁlﬁfﬁgia . MNB/05/263 }l\llfM’;;';‘,gf“/ : gg)-wg(ooww)-(?r-
JTHIeH3HA Ne

Analysis performed according ND: / Anaau3s nposejen no HJL: JITI-No(004669)-(PT-R1U)-190224

Page30f9/Crp.3u3 9

N
NO.. Test / Ilokazarensb Results / PesyanTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunaudpoxcuaruson 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 butylhydroxyanisok
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
YAepXKHBAHHA ITHKOB
2-6yTUIrMapOoKCcHa HU3012 "
3-6yTUNIMAPOKCHa HH301a Ha

XpoMaTOIrpaMMe HUCITBITYEMOTO pacIBopa

NOMKHEL COOTBETCTBOBATE BpPEMEHAM
YOep>XHBa HUS TIYKOB
2-6y THIATHAP OKCHA HA30JI2 U
3-6yTUNTHAPOKCHA HH3071a Ha

XpOMaTOTpaMMe pacTBOpa CTaHAAPTHOTO
06pasua 6y THITMAPOKCHa HU3071a (pazien
«CopaepxaHue

Ay THITHODOKCHAHHIONAN).

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorsercrayer Tpebosammam HIL

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

HaTta: 27.02.2025

Jlara: 27.02.2025

Prepared by / - | Checked by / Approved by: Manager/Executive /

IToarorornero: Shagun % IIposepeno: Shehnaz Opo6peno: Menepxep ( PyKoBOAUTENS
9‘&/ " Amit Kumar K/

Reprint Date / Reprint Date / Reprint Date / |

Jara: 27.02.2025

Ragictered Offic

Yol 49140 2800 2900, Fr




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyier: Keroposn® Drenpece (KeTopoaak) Tadie ki, AucneprapyemMbie B MOJ0CTH pid, 10 mr

Market / PriHOK :Russia / Poccus

i
Amamwniscrmoraer 26 OO0 s e 27022025

B v R o,
Ihggo:;;;ncs:;::ﬁ;n - MNB/05/263 gﬁM‘;;mP‘;f“/ : g)-m(oom@)-a)r-
Juuensusa Ne =l

Analysis performed according ND: / Anaaunz nposeaen no HIL: JITI-Ne(004669)-(PT -RU)-190224

Page4 of 9/Cip.4u3 9

1;3: Test / Iloka3aTelnn Results / Pe3yabTaTh! Specification / Hopma
3 Average weight / Cpennsas 703 mg/ 70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr mo 72,8 Mr (70,0 Mr £4,0 %).
Complies / CoOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OHOPOAHOCTE MACCHI 2/20 tablets - not more than £ 20 %. /
18/20 taBmerok — He 6Gonee = 10 %;
2/20 Ta6nerok — He 6onee = 20 Y.
4 Disintegration time / 00 min 23 sec/ 00 MmuH 23 cex Not more than 3 min. / He Gosee 3 MHH.
PacnagaeMocTh
5 Dissolution / PacTBopenHe Unit-1 / Ta6n-1 106 % Not less than 75% (Q) of
o Ci15H13NO3*C4H 1NO3 (ketorolac
Unit-2 / Tabm-2 106 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta61-3 100% | 75% Q) C15sH13NO3*C4HuNOs
. (xeToponaKa TpOMCTAMHH) Yepes 15 MHH.
Unit4 / Tabx4 100 %
Unit-5 / Tabmx-5 97 %
Unit-6 / Ta6un-6 102 %
6 Particle size distribution / Comphes / CooTRETCTRYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / Obpasyerca
OMHOPOJHAS CYCTEH3HA, MPOXOUMIRL
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MxM.

Remarks : The Product conforms to ND/
[Ipumeuanue: TIpoaykr cooTBercTRyeT TpeGosaniiin HII

Conclusion : APPROVED /
3akmarogenne: OJOBPEHO

Prepared by / -Checked by / Approved by: Manager/Exccutive /
ToarotosneHo: Shagun % Hposepeno: Shehnaz, _Onobpeno: Mengjxept-PykoBoanTelh
tb/‘ Amit Kumar T:\’_» '

Reprint Date /
Iarta; 27.02.2025

Reprint Date /
Hara: 27.02.2025

Reprint Date / |
Jara: 27.02.2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
arh Road, Baddi,

il Khel, M

CEPTHO®HKAT AHAJTH3A

Distt, Sclan, 1

=l
O

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 migww arrEdys, com

Hpogyicr: Keropoa” Sxenpecc (KeTopoaak) TabJeTk, AMCHCPritpyeMblé B ToJoeTH pra, 10 Mr "
Market / Po1HOK :Russia / Poccus

Batch No / - V2500331 Batch Quantity / 3600000 tab /

Cepiis No ‘ O6Bem cepun * 3600000 Tab
Analytical Report No / . Date of Analysis / .

AHAARTHIeCKHil oT9eT Ne : 040002829593 Tata aHan®32 : 27.02.2025

Date of Manufacture / . Date of Expiry / .

Hata npou3BoAcTBA + 02/2025 T'onen o > W

Mfg. License No. / ] o
IIpousBoacTBEHH AN : MNB/05/263 II\;[:MZ“';I;?" 4 . gg)m(omw) A0
JTAUEH3NA Ne -

Analysis performed according ND: / Aann3 nposcicH mo H JII-Ne(004669)-(PT-RU)-190224

Page 5 0of 9/ Crp. SH3 9

No

Ne Test / IloxaszaTens Results / Pe3yasTaTh! Specification / Hopna

7 Impurities / IIpumecu ~
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / we Gonee 0,5 %;
ketorolac: / Huxke npejiena KONHYECTREHHOTO
] THApPOKCHAHAJIOT onpencnenus (TTKO = 0.0032%)
KeToponaka
1-keto analog ot ketorolac / 0.03% not morc than 0.8 %; / e 6once 0,8 %;
1-keToaHaJIOT KETOPOIaKa
unidentified impurity / 0.02% not more than 0.5 %; / ne 6omee 0,5 %;
eqMHAYHA A )
HEUIEHTNPUIHPOBAHHA K
[IpUMECH
total impurities / 0.1% not more than 1.0 %. / we Gonee 1,0 %.
cyMMa npuMecei

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

9 Residual solvents / OcTaTouRble OpraHRYecKue PacTBOPHTCRH
Tsopropyl alcohol / 05 pg/tab/ ot tmore it 350 pwtel. /
HzonponaHon 05 mkr B Tabnerke He 6onee 350 mxr B Tabaerxe.

Remarks : The Product conforms to ND/
[Ipumeyanne: IIpoaykT COOTBETCTBYET tpeborarmam HII

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
MMoxroroeneno: Shagun

- Checked by /
E»%h/ ITposepeno: Shehnaz 1{’/

Approved by: Manager/Executive /
L-Onobpeno: Mcuc,qzicif RyxoBoauTesh

Reprint Date /
Hata: 27.02.2025

Reprint Date /
Jlata: 27.02.2025

Amit Kumar
Reprint Date/ |
Jata: 27.02.2025

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

Tel: +91 40 4900 2900, Fax; +21 40 4500 2999, Ermail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Réddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUO®HUKAT AHAJIU3A

Tel : +91 9916€ 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg/ww.crreddys.com
Hponyicr: Keropoa® dxcnpece (keToponak) TaGIeTKH, AHcneprapyeMsie B OJOCTH pra, 10 Mr

Market / Prinok :Russia / Poccus E
mefrel iy (ST Tmoel]
Amimoetgerarse CONESS | 2022005
T T Date sT B0y T o127
11\14;5;:5;222?3?:1};;; . MNB/05/263 }“;I:M’;;';‘;f“/ .- Jl:g)-m(oomw)-(})r-
Januen3ng Ne

Analysis performed according ND: / Ananu3s nposenex mo HII: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Ctp. 6 M3 9

No

No Test / [Toka3zaTens

Results / PeaymsraThi

Specification / Hopma

10 Microbiological purity*/ Mukpo6Hnooruyeckas umcrora*

Total Aerobic Microbial
Count / ob1ece aucno

not more than 103 CFU/g; /
He Gonee 102 KOE/T;

OIHopoaHOCTE
J03MPOBAHHBIX eMHMIL

NA
a3pOBHEIX MHKPO-
OpraHU3MOR
Total Combincd Yeast and not morc than 102 CFU/g; /
mold count / o61ee uncao NA He 6onee 102 KOE/r;
JPOXOKEBBIX H TIECHEBEIX
pHGoB
Escherichia Coli NA shell be absentin 1 gram./
oTcyTCTBHE B 1 I
11 Uniformity of dosage units / 123 Acceptance value (4¥) not more than

15.0 IToxasaTens mpueMIeMOCTH (AV)
IoxxeH OLITE He Gomee 15,0.

12 Assay / KonuyecTBeHHOE
onpexeleHHe

103 mg/ 103 ™mr
(102.6 %)

From 90mg to 11.0mg  of
C15H13NO3+C4H11NO3 (ketorokc
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet./ Ot 9,0 mMr xo
11,0 Mmr C15H13NO3-C4H1NOs
(keTopomaxa TpoMerammu) (ot 90,0 xo
1100 % 0T 3A9RTSHANTN KOTHIECTRA) B
TabueTke.

Remarks : The Product conforms to ND/
[Ipumeyanne: IIpoaykr cooTsercTByeT Tpebopanmam HII

Conclusion : APPROVED /
Zaxmovenne: OJOBPEHO

Prepared by /

Checked by /

IToaroTosneHo: Shagun % IIposepeno: Shehnaz

o a
—| Amit Kumar [

Approved by: Manager/Executive /
OnoGpeno: Menemsep / RykosoauTens

Reprint Date /
Jata: 27.02.2025

Reprint Date /
Hata: 27.02.2025

=

Reprint Date / 1
Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUDHKAT AHAJIHA3A

Tel ; +51 96166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 myww.dri eddys.com

.

Hpoaykr: Keropon® Sxenpece (KeTopojak) TabmeTicn, ARCHepripyemble B NOJOCTH pid, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepua Ne S 2R O6BeM cepun 3600000 Tab
Analytical Report No / . Date of Analysis / .

AHanumayeckuit oTaeT No - 000282023 Jlara aHaau3a { ZRS

Date of Manufacture / . Date of Expiry / .

JaTa npou3BoACTBA Hayanes Tonen jo s LAY

Mg, License No. / MA number: / JITI-Ne(004669)-(PT-
IMpoussoacTBeHHasA : MNB/05/263 Homen PY i ' RU)

Jaunenzua No P

Analysis performed according ND: / AHaau3 niposesien mo HJ: JII-Ne(004669)-(PT-RU)-190224

Page7of 9 /C1p. 7u3 9

content / Copepxanue
6yTHATHAPOKCHAHA30J12

0.0998 Mr B Tabmerke

I;‘: Test / Iloxa3arens Results / PezynbTaThl Specification / Hopma
13 Butylhydroxyanisole 0.0998 mg/tab / Not less than 0.042 mg/tab./

He menee 0,042 Mr B TabreTke.

14 | Package description /
Onucanye ymakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIo 10 TabncTtox B
6nuctepe w3 (TMA/ATI/IID ¢
pnarononioTurenem/II9BII)

donsru // (II3/AJT) domsrn. Ilo

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with paticut information leaflet
in a carton pack./ Ilo 10 TabmeTok B
6micrepe n3 (TTA/AJI/TID C
pnaronornoTuTeneM/IIOBIY) donern //
(J13/AJT) doneru. Ilo | mmm 2 6aucrepa
BMECTE C JTMCTKOM-BKIaJEIHEM B IaYKy
KaPTOHHYHO.

2 6nucTepa BMCCTE C AMCTKOM-
BKIAJLINIEM B naJky
Ka pTOHHY!O.

* When the drug product is released, the quality control for Micrebiological Purity is performed for one bateh in
every 20 batches or one batch per year whichever is more.

* TIpn BHIMycKe JEKAPCTBCHROTO TIPENapaTa KOHTPOJL KaYecTBa N0 MoKa3aTelio «MHKpoOHOTOTHIeckast
YUCTOTa» MPOBOAMTCA A Kaxaoil 20-0it cepm, MM AN OJHOI CEPHH B TOA, B 3aBHCUMOCTH 0T TOTO, “TO
HACTYNMT paMblle.

API name / Haumenopaune AD®C: Ketorolac tromethamine / Keroponaxa TpoMeTaMHH

INN / MHH: Ketorolac / Keroponak

APl manufacturer batch number /

Homep cepuu npouspognTels APC: ABRH008104, ABRH007887

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

TIpsveuanne: IIpoaykr cooTBeTcTRyeT TpeboBannam HII 3axmovenne: OJJOBPEHO

Checked by / Approved by: Manager/Executive /

Prepared by / \
TMoaroTopneno: Shagun %’ IIposepeno: Shehnaz ) Q | Onobpeno: Menemiep / PykoBOAUTETH
. =] Amit Kumar N7

Reprint Date / {
Jarta: 27.02.2025

Reprint Date /
Jata: 27.02.2025

Reprint Date /
Mara: 27.02.2025

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 Laboratories Ltd

. ®
’ A J Formulation Unit-6
Dr‘ Reddy S Q.’ e o, Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS i/ o1an, H.p, 173 205, INDIA
CEPTHP®HKAT AHAJTW3A O, Jebiin NCESREg s 40
— Tei s +91 98166 56C01-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg/ww.drreddys.com
Opoaykr: Keropoa® Dxcnpece (keropoiak) TabJeTku, THCNHEPTIpyeMBIc B MOJOCTH pra, 10 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . V2500331 Batch Quantity / - 3600000 tab /
Cepna Ne ) O6bem cepun " 3600000 Tab
Analytical Report No / ] Date of Analysis / ] O
ABamuTHYecKHH 0T49eT N2 1000026829523 Jara aHaau3a 22
Date of Manufacture / ) Date of Expiry / )
JlaTa npou3BoacTsa WA I'ogen no e
Mfg. License No. /

g -Ne(004669)-(PT"-
IIpon3soacTBEHHAS : MNB/05/263 1}\1/[ 5 nun};l;fr J : gg)No(OO ) (s
Iunen3ud Ne oMep
Analysis performed according ND: / Anayuz nposejien mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 w3 9

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIIME NPOU3BOINTENS
JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IponseoguTtenar APC, crpana: J-p Pennu'c JlaGopatopuc JIta., Unnus

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

FERA00558, FERA00522

site / MNB/05/263) /

HaumeHoBaHHe, aJipec, JHIEH3IHEA A I-p Pennn’c Jla6oparopuc JIta., Uenns, [Ipon3BoACTBEHHOE
IpouzeoacTeennast nuomanka/ Iixomanka | noapasnenenwne-6, Buwi. Kxons, Hanarapx Poya, bagau, Jluctpuxr
konTpoad kayectna / Ilmonraaka BBINVCKA Coman. X.I1.. 173205, Wamusa (manenans noMep 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) n
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 ate verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKr0YeHne 0 COOTBeTcTBHH: «HaCTOsIMM s MOATBEPIKIAL0, YTO NPHBENEHHAS BHIINE HHYOPMALIMA ABIAETCT
JOCTOBEPHOM M TOUHOH. DTa cepHs NMPOTYKIHH IpOM3BesieHa (BKIIOYAs YNaKOBKY (MapKUpOBKY) ¥ KOHTpOJH
KadgecTBa) Ha BbIIICYKa3aHHON IIPOM3BOJCTECHHOW ILJIONIANKE (wromaakax) B IOTHOM COOTBETCTBHH C
TpeGoBaHMsME [IpaBmil Hajlexalel MpOH3BOJICTBEHHON IpakTHKH EBpasHiiCKOro SKOHOMHUIECKOr0 COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeboBaHHAMU KOHTPOJIS Ka4€CTBA JIEKAPCTBEHHBIX CPENICTE,
a TaKxKe B COOTBETCIBHH CO CNENH(UKANUAMHU, COAEPKAIMMHUCI B PETHCTPAUHXOHHOM ROCHE CTPaHBI-HMIIOpPTEpA.

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

IIpumeuanue: [Ipoaykr cooTeeTcTBYET TpeboBanmsam HJT 3aknogenne: OJJOBPEHO

Prepared by / Checked by / 5 Approved by: Manager/Executive /

IMoprororneno: Shagun <! Iporepero: Shehnazf -OnobpeHo; Menemxep / PYKOBOAUTENB
s \é?g’/ Amit %umar N>

Reprint Date / Reprint Date / Reprint Date / (

Jara: 27.02.2025 Jara: 27.02.2025 JlaTta: 27.02.2025

Registered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, Iudia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507 :
www.drreddys.com



Dr. Reddy's Laboratories Ltd

' ®e
! °® Formulation Unit-6
DI’. Reddy S ‘-‘ Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS . gojan, 1.7, 173 205, iNDiA

CEPTHD®HKAT AHATH3A ol vk olee 55001 22

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mgvwy.drrizddys.com s
Hpoayvkr: Keropoa® 9xcnpecce (KeTopojak) TabaeTKy, fucnepripyemMsie B M0JI0CTH P4, 10 Mr
| Market / PoiHOK : Russia / Poccnsa

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne g V2500931 O61em cepin " 3600000 Tab
Analytical Report No / : Date of Analysis / )

AHaJaHTHYecKHI oT4eT No 2 DaR0oasRas JlaTa anajusa 5 A

Date of Manufacture / p Date of Expiry / ]

JaTa npos3BoACcTEA : 02/2025 Togen no : 01/2027

Mfg. License No. /

: -Ne(004669)-(PT"-

IponsBocTBCHHAS : MNB/05/263 g{ﬁ:;“’;l;fr 4 : gg)m(oo DCEL
nunenzia Ne o

Analysis performed according ND: / Anaums nuposeien no H/L: JITI-Ne(D04669)-(PT-RU)-190224

Page 9 of 9/Ctp. 9 u3 9

3aIicH 10 TPOU3BOACTRY, YIIaKOBKE H aHANK3Y MPOBEPEHBI, H YCTAHOBIIEHO HX COOTBETCTBHE tpeboBarMM I Tpasui
HazexaleH IpOou3BOICTBEHHOM NPaKTHKH EBpasHiicKoro 3KOHOMIYECKOTO CO03a».

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

[Mpumeuanne: Ilpoaykr cooTBeTcTBYET TpeboBanmam HIT Zaxmwuenne: QJJOBPEHO

Prepared by / L Checked by / Approved by: Manager/Executive /

llogroTosneHo: Shagun % Ipogepeno: Shehnaz Q) __1-Ono6peno: Menemkep / Pykosonreis
Amit Kumar J\{—'/ ]

Reprint Date / Reprnt Date / Reprint Date / |

Iara: 27.02.2025 Jara: 27.02.2025 Jara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, felangana, Indin
Tel: +91 40 4900 2900, Fax: +21 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




