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

CEPTUPHKAT AHA/IM3A

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrati_ng_T?blets 10 mg
Hpoayxr: Keropoa® Jxcnpece (keroponax) Tabiaerky, AHCHeprupyemsie B 0I0CTH pTa, 10 Mr i

WwWw.drreagays.conr_

Market / Poinok

__:Russia/ Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepus Ne F 2RO O06beM cepHH " 3600000 Tab =8

Analytical Repo“rt No/ - 040002823180 Date of Analysis / . 27.02.2025

AHanuTHYecKHH O0TyeT No Jara anaanza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara nponssoacTRa Tonen go i

Mfg. License No. /

Iponssoncreentas : MNB/05/263 WAL T e LICE e
Homep PY RU)

JHneH3us Ne o J

Analysis performed according ND: / Anaans nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Papelof9/Cip.1u39

No

No Test / IlokaszaTensb

Results / PesynbTaTs!

Specification / Hopma

1 Description / Onucanue

2 | Identification / HpeHTudurauy

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyraste mrockue
TabneTky ¢ packol, cBeTIO-
JeJITOro LBETa C [PABUPOBKOM
«» Ha ofHO} cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrnete
wiockue TabneTku ¢ ¢ackoif, cBeTno-
XENTOro lBeTa C rpaBHPoBKOH «l» Ha
OQHOM CTOPOHE.

Ketorolac / Kemoponrax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpsl NOIMOLUEHHS
KCIBITYEMOTO PacTBOpa M pacTsopa
cTaHmapTHoro  ofpasma  KeTopolaka
TpOMeTaMHHa IOJIXCHEI UMETh
MaKCHMYMBI [IpU OAHOI M TOW e IUIHHE
BOJTHBI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tprimeuanne: [Ipoaykr cooTeercTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
Zakmouenne: ONOBPEHO

Prepared by /
Iloarorosneno: Santosh Kumar

Maurya @’_‘

Checked by /
IlporepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTtens
Amit Kumar

-
A//_:/_‘,.r

Reprint Date /
Jara: 27.02.2025

Reprint Date /
Hara: 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: L85195AP1984PLC0O04507
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

CEPTUO®HUKAT AHAJIM3A

Tel : +91 98166 56001-02

]Wﬁketorol Exﬁes;(ketorolac) Orally Disintegrating Tablets 10 mg

WWW.adrreauys.coim

|Opeayxr: Keropon® Dxcenpece (keroponak) Tabiierkn, ANCIEPrupyeMbie B MOJOCTH pTa, 10 mr

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PT -RU)-190224

Market / Poiaox :Russia / Poccus
Batch No / : Batch Quantity / 3600000 tab /
Cepus Ne | Y2530314 O6bem cepui " 3600000 Tab
Analytical Report No / - 040002823180 Date of Analysis / - 97.02.2025
AHanuTHYeckuii 0TIeT N JlaTa aHanH3a
Eate of Manufacture / . 02/2025 Date of Expiry / . 01/2027

aTa MpoH3BOACTBA I'onen a0 -t
Mfg, License No. /
IlponsBogcTBenHAn : MNB/05/263 XA nut;?,er'/ : JRDI_N2(004669)_(PF-
nunen3ns Ne . Y

Page2of9/Crp.2m3 9

b Test / Ilokazares

Results / PesyasTaTsl

Specification / Hopma

Ne

Complies / CoOoTBETCTBYET

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 ynepxuBauus
OCHOBHOTO MHKA Ha XpOMAarorpamMMme
HCIBITYEMOrO pacTBOpa [IOTIKHO
COOTBETCTBOBATL BPEMEHHU yIAepXKHBaHHA
OCHOBHOIO IMKa Ha XpOMATOrpaMme
pacTeopa CTaHZapTHOTO o6pasia
KeToposnaka  TpoMeTamuHa  (pasgmen
«KONHMUEeCTBEHHOE ONPEEITIEHHE).

Remarks : The Product conforms to ND/

ITpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBaHmMAM H]I

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
IMoarorosieno: Santosh Kumar

Maurya 6;7
A

Checked by /
IIpoBepeno: Pardeep Kumar

Appr

Amit

oved by: Manager/Executive /

Omnobpeno: Menemiep / PykoBoauTens

Kumar P
N

Reprint Date /
Hara: 27.02.2025

Reprint Date /
Hara: 27.02.2025

JHata

Reprint Date/ !

: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 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

CEPTUHOPUKAT AHAJTU3A

Tel : +91 98166 56001-02

[Product : Ketoralﬁpress (ketorz)ia_c) brally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxcnpece (keropoaak) rabuerku, Aincneprupyemble B NoJ0CTH pra, 10 mr

Market / PoiHOK :Russia /Pocena
Batch No / , Batch Quantity / . 3600000 tab /
| Cepna Ne e, O6Bem cepaH " 3600000 Tab
Analytical Repourt No/ . 040002823180 Date of Analysis / . 27.02.2025
AHaanTHYecKHiH 0THeT No Hata anaan3a
gate of Manufacture / - 02/2025 Date of Expiry / - 01/2027
ara NPOM3BOACTBA I'onen g0
Mfg. License No. /
Ipoussoxcreennas - MNB/05/263 ?{‘A ““'I‘,';’fr' / : RJHI'N‘-'(OO““”‘(P Iz
Jaunensna Ne omep v

Analysis performed according ND: / Anasns nposeaen no HJI: JTI-Ne(004669)-(PT-RU)-190224

Page30of9/Crp. 3839

I;: Test / Iloxa3aTenanb Results / PesyabTaTbi Specification / Hopma
Butylhydroxyanisole / Complies / CoorBeTcTBYET The retention times of 2-
Bymunzudpoxcuanuzon 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
YOEpXKHBAHHSA TKOB
2-6yTWITHAPOKCHAHHU30]1a U
3-6yTUITHAPOKCHAHU301a Ha

XpOMAaTorpaMme MCTIBITYEMOTO pacTBOpa

OOJDKHBI  COOTBETCTBOBAaThH  BpPEMEHAaM
YIepXXUBaHUA MHKOB
2-6yTHIrHAPOKCHAHH301a U
3-6yTWIrHAPOKCHAHH30J1a Ha

XPOMATOIPAMME PACcIBOPA CTAHAAPTHOTO
obpazna byTHIrHApoKcHaHy30a (pasuen
«Copepxanne
OYTHITMAPOKCHAHM30A).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cootseTcTYeT TpeboraHuaM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IloaroroBiieno: Santosh Kumar

Checked by /
[Tpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
OpobpeHo: Menemwkep / PykosoauTens

Maurya .\/ ﬁ ““““ s Amit Kumar /\ />
“Reprint Date / Reprint Date / Reprint Date/ |
Jlara: 27.02.2025 Jlara: 27.02.2025 JHara: 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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTUDOHKAT AHAJIM3A

Tel : +91 98165 56001-02

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpouyir: Keropoa® Fkcnpece (keropoaak) rafierky, ANCHCPrinpyemuie B nojocti pra, 10 mr

Market / Ppinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 3600000 tab /

Cepus Ne a2, O61em cepun " 3600000 Tab

Analytical RepoIt No/ . 040002823180 Date of Analysis / . 27.02.2025

AHanHTHYecKHH oTYeT Ne Jlara ananuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

JaTa npon3BoacTBa T'onen po

Mfg. License No. /

Hpoun3soacTBERHAS : MNB/05/263 MA number: / : I B <09 T
Homep PY RU)

JHOEeH3nsa No

Analysis performed according ND: / Anasin3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Paged4of9/Crp.4m 9

i.:) Test / Iloka3arennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennas 67.2 mg/ 67.2 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr oo 72,8 Mr (70,0 Mr + 4,0 %).
Complies / CooTaercTayeT
Uniformity of weight / 18/20 tablets - not more than * 10 %;
OaHOPOOHOCTE Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — wHe Gonee + 10 %,;
2/20 Tabnerok — He 6osiee + 20 %.
4 Disintegration time / 00 min 24 sec / 00 muH 24 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemoctb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 103 % Not less than 75% (Q) of
. Cy1sH13NO3*C4H | 1 NO; (ketorolac
Unit-2 / Ta6-2 102 % tromethamine) in 15 min, / He mernee
Unit-3 / Ta6n-3 102% | 75% Q@ CysH13NO3*C4H; 1 NO;
. (KeTopoJaKa TPOMETaMHH) uepes 15 MHH.
Unit-4 / Ta6n-4 105 %
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 102 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

[Tpumedanue: [IpoayKT cOOTBETCTRYET TpeboBaruam HJT

Zakarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToarotrosneHo: Santosh Kumar Iposepeno: Pardeep Kumar | Ono6perio: Menemxkep / PykoBoanTens
Manrya x N Amit Kumar —

Reprint Date / Reprint Date / Reprint Date/ '

Hara: 27.02.2025 Jara: 27.02.2025 JHara: 27.02.2025

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

Tel: +91 40 4900 2900, Fax:

+91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

CEPTUPHUKAT AHAJIM3A

E’o_duct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Jxcnpece (keToponak) TaGieTks, AMCHeprupyemble B M0J0CTH pra, 10 Mr —

Tel ; +91 98166 56001-02
WWW.UIMTeuUys.Coim

Market / Peinox ‘Russia / Poccus e

Batch No / . Batch Quantity / . 3600000 tab /

Cepusi Ne o O6GBem cepun " 3600000 Tab

Analytical RepOft No/ . 040002823180 Date of Analysis / . 27.02.2025

AHRaanTHYecKHH 0TYeT No Jarta ananu3a |

Date of Manufacture / . 02/2025 I?ate of Expiry / . 01/2027

Jata nponzsoacTea I'ogen g0 n

Mfg. License No. /

IIpoussoacTeeHnasn : MNB/05/263 bl IR : TN T P S
Homep PY RU)

JinneH3Hsa Ne

‘Analysis performed according ND: / Anain3 nposeaen no ﬁﬂ_:JHI:Ne(O%6Q):(IiF-R[D-19OZZ4

PageS5of9/Crp.5m39

Results / Pe3ynsTaTsl

Specification / Hopma

1;.“0 Test / TTokazaTenab
"6 | Particle size distribution /

JucnepcHocTh

Complies / CooTBETCTRYET

A uniform suspension passing through a
710 um sieve is formed. / OGpa3syerca
ONHOpOIHAS CYCIEH3MA, TPOXOISIIas
CKBO3L CHTQ C pa3MepoM OTBEpPCTHI
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor
KeTOpONaKa

1-keto analog of ketorolac /
1-keToaHaNOr KETOpOJaKa

unidentified impurity /
eqHHHYHAs
HeUAeHTH(HIIMPOBaHHAS
npuMech

Below LOQ (LOQ = 0.0032 %) /
Hivke npenena koAHYECTBEHHOTO
onpeaenerus ([IKO = 0.0032%)

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

0.05%

not more than 0.8 %; / ve 6onee 0,8 %,;

0.03%

not more than 0.5 %; / He 601ee 0,5 %,;

total impurities /
cyMMa NMpHMeceH

0.1%

8 Water content /
ConepxaHue BoIbI

24%

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipogykr coorBeTcTByYeT TpeboBanmsam HJ{

Conclusion : APPROVED /
3axawuenne: OMOBPEHO

Prepared by /
[Tonrorosnexo: Santosh Kumar
Maurva '

W

Checked by /
IlporepeHo: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoronuTess

Amit Kumar /\f /‘/ =

Reprint Date /
Hara: 27.02.2025

Reprint Date /
Jara: 27.02.2025

Reprint Date /
Hara: 27.02.2025

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

CIN: LB5195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIN3A

Tel 1 +91 98165 56001-02

WWwdImeoaySICorT—

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keropoaar) TabaeTky, AMcNeprapyemMbie B M0a0CTH pra, 10 mr

Market / Poinox :Russia / Poccns ]

Batch No / . Batch Quantity / . 3600000 tab /

Cepusa Ne R O6beM cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002823180 Date of Analysis / . 27.02.2025

AxanuTHYeckHii oTyeTr Ne JlaTa aHa/IH3A _

Dgte of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npou3BoacTBa Tonen go

Mfg. License No. / X 5

IlponsBoacTBenHasn : MNB/05/263 AN odmyer:/ ADIENE S
Homep PY RU)

JHneH3us Ne == )

_Analysis perforrﬁed according ND: / AHanus _nposeueu no HJI: JIII-Ne(004669)-(PT -RU)-190224

Page 6 0f 9/ Crp. 6 13 9

r i _

I}f Test / IokazaTenn Results / PesynbTaTthl i Specification / Hopma

9 | Residual solvents / OcraTounsie op}éuu';eckhe bac;sopm‘enu_ =1
Isopropyl alcohol / 22 ugftab / Not more than 350 pg/tab. /
H3onponaxon 22 wkr B TabreTke He Gonee 350 Mxr B TaGneTke.

10 | Microbiological purity*/ Mukpobuonorundeckas 4yucrora™
Total Aerobic Microbial N not more than 10° CFU/g; /
Count / of1ee ymucio NA He Gonee 10° KOE/T;
a3pO6HBIX MHKPO-
OpraHH3MOB
Total Combined Yeast and L E not more than 102 CFU/g; /
mold count / ob1iee yncno NA He 6onee 102 KOE/r;
LPOXOKEBBIX M TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /

oTCYTCTBHE B 1 I

13 | Uniformity of dosage units / 9.8 Acceptance vane {4¥) nat more than
OnuopoaHoCTh 15.0 lloxazatens npuemnemoctH (4V)
AO3HPOBAHHLIX EAHHHL noipkeH OpITh He Gonee 15,0,

Remarks : The Product conforins to

ND/

TTpumeuanye: [Ipoaykr cootsercTByer Tpebosannam H{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / _
IMoaroroeneso: Santosh Kumar

Maurya ,;Q‘
22—

Checked by /

Ilporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PyxoBoauTens

Amit X :
umar /\(_: =z

Reprint Date /
Hara: 27.02.2025

Reprint Date /
Jara: 27.02.2025

Reprint Date / '
Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9:1 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':’.

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropoa® Dxcnpece (keroposiak) TabieTk, [UCHEPrupyembie B noaoctn pra, I0mr

CERTIFICATE OF ANALYSIS

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

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

CEPTHU®PHKAT AHATH3A

Tel : +91 93166 56001-02

WiwwW.dITeEudy s wdin

Market / Painok

Russia / Poccus

Batch No / * ‘Batch Quantity / 7 3600000tab/ |

Cepna Ne i £E e O6bem cepiu ' 3600000 Tab o

Analytical RepO}‘t No/ . 040002823180 Date of Analysis / . 27.02.2025

AnanurndeckHii oTyer Ne JaTa ananuza N

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

Hara npoH3BOACTEA Iozen no

Mfg. License No. / ' ]

IIpoussoacTBEHHAS : MNB/05/263 sl o g : JIIL-Ne(004669)-(PT-
Howmep PY RU)

JINHEeH3HA Ne il

Analysis performed according ND: / Anaans nposeien no HJI: JII-Ne(004669)-(PI-RU)-190224

Page 70f9/Crp. 739

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ttabnetox B
bmuctepe w3 (LA/AJILD ¢
BRaronornoTHTeneM/TIIBIT)
¢oneru // (II13/AJT) doneru. Ilo
2 6nucTepa BMECTe € JHCTKOM-
BK/TaJIbIILIEM B rnayky
KapTOHHYIO.

‘1}00 Test / Ilokazarenn Results / PesyabTaTbl Specification / Hopma
12 | Assay/KonuuyecTBeHHOe 10.0 mg / 10.0 mr From 90mg to 11.0 mg of
onpejejieRue (99.7 %) C15Hi3NO3+C4H 1 NO; {(ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mr C1sH13NO3+CsH 1 NO;
(xetoponaxa tpoMeTamuH) (oT 90,0 no
110,0 % OT 3afBIEHHOrO KOJMYECTBA) B |
TabneTke.
13 | Butylhydroxyanisole 0.0962 mg/tab / " Not less than 0.042 mg/tab. /
content / Coagepxanme 0.0962 mr B TabseTke He menee 0,042 mr B TabneTke.
OYTUArMAPOKCHAHU30IA
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onncanue YNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTok B
6nuctepe 13 (ITA/AJITIS c
praronoriorutenem/IIOBIT) ¢onsru //
{113/A01) donuri. 116 | AN 2 GnUeTepy
BMEUCTE ¢ JIMCTKOM-BRIAUBIUEM B LIdUKY
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.

Remarks : The Product conforms to ND/
[pumeuanne: [Tpoaykr cooteTcTByeT TpeboBanusam HIT

Conclusion : APPROVED /
Sakmouenue: OJJOSPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Santosh Kumar IIposepeno: Pardeep Kumar | Opo6peno: Menemkep / Pykosomuteib
Maurya 7 ] Amit Kumar gt

gr— b= {\‘-’.;/”’
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.02.2025 Hara: 27.02.2025 Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘;o’

Dr. Reddy's Laboratories Ltd.

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

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

CEPTHUDPHUKAT AHAJIM3A  Tel:+91 98165 56001-02

Product : Ketorol Expl_'ess (ketorolac) Orally i)i_si_l-l'te'gratil_l_g Tablets 10 mg

WWW,UTTEQUYSCUIT o ) : l

Anagurndeckuit oTuer No

Iipoaykr: Keropoa® Dxenpece (keropoaiak) Ta61eTKH, AIHCIEPIHPYEMbIE B MOJI0CTH PTA, 10 mr |
Market / Prinox :Russia / Poccus [ ‘
Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne LA Ob6Bem cepan " 3600000 Tab .
Analytical Report No / - 040002823180 Date of Analysis / . 27.02.2025

JlaTa anajusza

Ace ORNIADNTRCEE  02/2025 Date of Expiry / . 012027

Jara npouzBoACTBA I'oaex o

Mfg. License No. / ] o

ITpouseogcrBenHasn : MNB/05/263 WL ITETIDGIEE : QN0 C60) (BN
Homep PY RU) .

nuuenzng No [

Analysis performed according ND: / Anaau3s nposenes no H/1: JII-Ne(004669)-(PT-RU)-190224 [
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£ Hp" BbINYCKC JICKAPCTBEHHOIQ NMPenapaTa KOHTPOJIb Ka4¢CTBA Mo noKa3aTeJIo «Mmcpoﬁuo.norutlecxaa
YHUCTOTA» NPOBOANUTCH AJIA Kaxaoi 20-oii CCpHH, HJIH A1 OAHOIT CCPHWH B IO, B 3ABHCHMOCTH 0T TOro, 1TO

HACTYIMT paHbLIe.

API name / Hanmenosanne APC:

Ketorolac tromethamine / Ketoponaxa TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoaurenst AOC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHUHH NPOH3BOAHTENS
TJI®:

ABRHO007886

FERA00521

API Manufactured by & country /
Ipoussogureas A®PC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnu'c Jlabopatopuc JIta., Muous

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

HaunmenoBaHHe, agpec, THIEH3HST MJIf
IIponsBoacreennas naomanka / IInomanka
1OITPoJIs Katsersd / TUIAAKY BhINYCKY

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

I-p Peqnw’c Jlaboparopuc Jita., Muaus, IIpousBoacTBeHHOE
nonpasaenenue-6, Buui. Kxons, Hanarapx Poya, baaau, Jluctpukt
Cuitan, X.I1., 173205, Mupns (rmnwnsnn momen MMND/O5/263)

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 (No. GMP/EAEU/RU/00554-2022 dt.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IMpumeuanwme: [TponykT coorBeTcTBYeT Tpeboranmam HIL Sakmoyenne: OTOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: Santosh Kumar I[Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauTess
Maurya @/ C)L,’ Amit Kumar /\//

Reprint Date / - Reprint Date / Reprint Date/

Hara: 27.02.2025 Hara: 27.02.2025 Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P., 173 205, INDIA
CEPTHUOHKAT AHAITH3A Tel : +91 28165 56001-02

Product : Ketorol Exprgs (ketorolac) Orally Disintegﬁtﬁlg Tablets 10 mg s R At

Ipoaykr: Ketopon® Sxenpecc (keroposnak) Tabuerky, gueneprupyembie B nonoct pra, 10 mr 1
‘Market / Poinok ~ :Russia / Poccus I

Batch No / Batch Quantity / 3600000 tab /

Cepua No A Ob6bem cepun " 3600000 Tab

Amnalytical Repo:‘t No/ . 040002823180 Date of Analysis / . 27.02.2025

AHanuTH4ecKHit oTuer Ne JlaTa aHaJaH3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027

JaTa npon3BoAcTBA TI'ogen o

Mfg. License No. / . .

ITpoxssoacTEeHHAS : MNB/05/263 ML T IR e

Homep PY RU)

JIHIeH3HsA No
| Analysis performed according ND: / Auanus nposenen mo HI: JITI-N2(004669)-(PT-RU)-190224 ]

Page 90f9/Crp. 9 m39
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».

3akouenne 0 cooTBeTCTBHM: «HacToAUIM s OATBEPXK/A0, YTO IPUBENEHHAd BHIOIE HHGOPMAIHs ABIIAETCA
JOCTOBEPHOH M TOYHOM. DTa cepHs NMPOAYKLHMM NpOM3BEeHa (BKIIOYAA YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BHIUCYKA3aHHOM MPOU3BOACTBEHHOM InIolanke (TUIOMAJKax) B TOITHOM COOTBEICTBHH C
tpeGosanmsMu [IpaBui HafmexaIeH MPOM3BOJCTBEHHOH NPAaKTHKH EBpasuiiCKOTO 3KOHOMHYECKOIO COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cerTsa6ps 2022) 1 TpeOoBaHHAAMHE KOHTPOJIA KAYECTBA JICKADCTBEHHEBIX CPEJICTB,
a TaKIK€ B COOTBETCTBHHU CO CHEIUPHKAIUIMHI, COAEPKAIIMMUCA B PETUCTPAIITAOHHOM JOCHE CTPAHBI-UMIIOPTEpa.
3armucy 1o IPOM3BO/CTBY, YIIAKOBKE H aHATM3Y IIPOBEPEHDL, M YCTAHOBIICHO MX COOTBETCTBHE TpeOoBaHmsM [Ipasu
HaJIeXAalleHd TPOH3BOACTBEHHOM NPaKTHKH EBpasHicKoro SJKOHOMHYECKOTO COI03a».

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoAyKT COOTBETCTBYET TpeboBaruam HJ|

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrotosnexo: Santosh Kumar IMposepeno: Pardeep Kumar | Opobpero: Menemxkep / PykoBopurenb
Maurya . Amit Kumar N

Reprint Date / Reprint Date / Reprint Date/ |

Hara: 27.02.2025 Hata; 27.02.2025 Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




