Dr. Reddy's Laboratories Ltd.

Qe , .
? ® Fermulation Unit-6
DI'. Reddy S ‘ .. Vill. ¥hol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P.,, 173 205, INDIA

Tal:+51 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

WWAW.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jkcnpece (keropoJiak) Tab1eTku, AMCNeprapyeMble B M0J0CTH pra, 10 Mr

| Market / Prinok :Russia / Poccust
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne £ VESOEIRo O6nem cepun ' 3600000 Tab
Analytical Repourt No/ . 040002947309 Date of Analysis / . 30.05.2025
AHaJHTHYecKHI oTueT No JlaTa anaJn3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTta npoH3BoacTBA I'onen no
Mfg. License No. / | MA number: /  JII1-Ne(004669)-(PT-
MpousBoacTreeHHan : MNB/05/263 :

Homep PY RU)

JaHneH3ns Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JIII-Ne(004669)-(PT'-RU)-190224

Page10f9/Crp. 1 u3 9

1;.? Test / IlokasaTtesb Results / PezyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with """ debossed on one with "|" debossed on one side. / Kpyrnsie
side. / Kpyrasle niockue wiockue TabneTkn ¢ ¢ackod, cBemo-
TabneTku ¢ ¢packoi, ceeTNO- XeNTOro LBeTa C TIpaBUPOBKON «l» Ha
KENTOro BETa ¢ rPaBUPOBKOMH OJIHOM CTOPOHC.
«l» Ha ofHOI CTOpOHe.
2 Identification / Hnentudguxanus
Ketorolac / Kemoponax Complies / CooTBeTCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-cneKkTpsl NOMIOIIEHHA
MCTILITYEMOT0  pacTBopa M pacTBopa
cTaHmapTHOro  ofpasuLa  KeTopoiaka
TpOMeTaMHHa TOJIXKHBI HUMETD
MaKCUMYyMBI NIPH OJHOM W TOH Xe IjIiHe
BOJIHBI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IMposepeno: Pardeep Kumar | OpobGpeno: Menelokep / Pykosouureiis
. Amit Kumar ol
Balud S I
Reprint Date / \ Reprint Date / Reprint Date / '
Jara: 30.05.2025 Hata: 30.05.2025 Hara: 30.05.2025

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4300 2999, Email: math@drreddys.com
CIN: L85195AP1984PLCOU4507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +51 95165 56001-62

wwww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorol

IpoayxT: Keropoa® Ixcnpece (keropoaak) TabiaeTku, AMCHeprupyembie B M010CTH pTa, 10 Mr

ac) Orally Disintegrating Tablets 10 mg

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne S Ua0E0s6 O0nem cepun " 3600000 Tab6

Analytical Repo:‘t No/ - 040002947309 Date of Analysis / . 30.05.2025

AHandrH4ecKkuii oryer Ne JaTa anannza

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

JaTta npouspoacTea T'ogen oo

Mfg. License No. / . -

IlponsBoacTeenHas : MNB/05/263 SlCanumbCTis/ ; “IL-Ne(004669)~(PT>-
Homep PY RU)

JHneHzusd Ne

Analysis performed according ND:

/ Ananus nposenen no HJ: JIII-Ne(004669)-(PI'-RU)-190224

No

Test / [TokazaTenb
Ne

Page2 of 9/ Crp.2 u3 9

Results / Pe3yabTaTbl Specification / Hopma

Complies / CooTBeTCTRYET 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 ynepXuBaHHsA
OCHOBHOIO INMKa Ha XpOMaTtorpamme
HCTIBITYEMOIO pacTBOpa DOJDKHO
COOTBETCTBOBATh BPEMEHH YINEPKUBAHKsA
OCHOBHOTO IIMKA Ha XpoMaToTrpamMme
pacTBOpa CTaHAAPTHOTO obpazua
KeTopojiaka  TpoMeTaMHHa  (pasgjen
«KonuecTBEHHOE OTIpeNeNIEHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIponykt cooTsercTByeT Tpebosanuam HJI 3akmwouenue: OJJOBPEHO

Prepared by /
I[Hoaroroeneso: Rama Kant

s

Checked by / Approved by: Manager/Executive /
[pogepeHo: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurens
f Amit Kumar A L’
=

= )
Reprint Date / \ Reprint Date / Reprint Date/
Jata: 30.05.2025 Hara: 30.05.2025 Jara: 30.05.2025

Registered Offic

e: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jxenpece (keropoJak) TabieTkn, AHcHeprupyembie B 1040cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2501046 Batch Quantity / 3600000 tab /

Cepus Ne ) O6bem cepuH " 3600000 Tab

Analytical Repog‘t No/ . 040002947309 Date of Analysis / - 30.05.2025

AHajguTHYecKHil oTueT Ne Jara aHaju3a

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

JaTa npoH3BoacTBa Fogen xo

Mfg. License No. / . .

Ipon3BojacTBeHHas : MNB/05/263 MA number: / : IENE(00:669) (=
Homep PY RU)

JHHeH3HsA No

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

Page3 of 9/Cip.3n3 9

i:) Test / [Toka3zaTesb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneuopoxcuanuzon 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
yIEPKUBAHUS [MHUKOB
2-0yTUNrUAPOKCHAHU30J1a U
3-0yTHATHAPOKCHAHU30M1a Ha
XpOMaTorpaMMe HCMBITYeMOTro pacTBOpa
JOJDKHBI  COOTBETCTBOBATb  BpEMeHaM
yIeP)KUBAHUS MTUKOB
2-0yTUIrHAPOKCHAHU30J1a U
3-6yTIIrHAPOKCHAHU30JIA Ha
XpoMaTorpaMMme pacTBopa CTaHAapTHOTO
obpasua 6yTHITHAPOKCHAHU301a (pa3ien
«ConepxaHue
OYTHITHAPOKCHAHU30IIAN).

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

ITpumeuanue: IIpoaykT cooreercTBYeT TpeboBanusam HJI 3axawuenue: OJOBPEHO

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

IMoaroromieno: Rama Kant ITponeperio: Pardoop Kumar | Ono6pono: Mertiemep / PyronoaureL

&u‘\tu‘f; - i ; Amit Kumar A ;
= J
Reprint Date / \ Reprint Date / Reprint Date / :
Hara: 30.05.2025 Hara: 30.05.2025 Jara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 560034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOU4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 172 205, iNDIA
Tel; +31 381686 5500102

6
wiwv.drreddys.com

CEPTU®UKAT AHAJIN3A

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

TMponykt: Keropoa® Dxenpece (keToponax) TaGeTKH, AMCHeprupyemble B H010CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne | MESUILED O6bem cepun " 3600000 Tab

Analytical Repo\}'t No/ - 040002947309 Date of Analysis / . 30.05.2025

AHaaHTHYeCKHH oTueT No JlaTa ananuza

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

Jara npou3soacTrea T'onen go

Mfg. License No. / . o

IlpousBoacTBEHHAS : MNB/05/263 210 [HumbEr : JIIL-Ne(004665)-(PT -
Homep PY RU)

JauuneH3ng Ne

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

Page4of 9/ Crp.4u3 9

OaHOPOAHOCTH Macehl

1;,2 Test / [lokasaTenn Results / Pe3yabTaThbl Specification / Hopma
3 Average weight / Cpeansis 69.1 mg/69.1 MmT 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca . Ot 67,2 mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnetoxk — He Oonee =+ 10 %;
2/20 tabneTok — He 6onee + 20 %.

4 Disintegration time / 00 min 16 sec / 00 mun 16 cek Not more than 3 min. / He 6onee 3 Mun.
Pacnagaemocthb
5 Dissolution / PacTBopenue Unit-1 / Tabn-1 99 % Not less than 75% (Q) of
. C15H13NO3°C4H 1NOs (ketorolac
Oimit2 iachs2 09 tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 96 % 75 % Q CisHi3NO3*C4H1NO;
. (keTopoJaka TpoMeTaMMH) uepes 15 Mum.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 95 %
Unit-6 / Tabn-6 95 %

Remarks: The Product conforms to ND/

[Tpumeyanue: I[Iponykr coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJJOGPEHO

Prepared by /
lloarorosiero: Rama Kant

4&114,\\1&*

Checked by /
lpoeepeHo: Pardeep Kumar

af s

Approved by: Manager/Executive /
Unobpeno: Menemxkep / Pykosoaurelib
Amit Kumar A= L

-

[ &

Reprint Date / |
JHara: 30.05.2025

Reprint Date /
Jara: 30.05.2025

Reprint Date / J
Jara: 30.05.2025

Registared Office: §-2-

207
337,

Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India

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

www.drreddys.com




Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

r. Reddy's Laboratories Ltd .
Farmulation Unit-6
vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel . +21 55166 56001-02

www.drreddys.com

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

Mpoaykr: Keropon® Dxcnpece (keTopoak) TabieTkH, JUCHeprapyeMbie B N0J10CTH pra, 10 mr

Market / PoiHoK :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne L0 O6bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ - 040002947309 Date of Analysis / - 30.05.2025

AHanuTHYecknii oTuer Ne Jara ananuza

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

JlaTta npou3BoacTBa T'ogen no

Mfg. License No. / ] .

IponzeoacTBEHHAN : MNB/05/263 DA, MubbeKs ¢ ' LS U ) R
Homep PY RU)

JH1eH3HA Ne

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

PageS5of 9/ Crp.5m39

JAucnepcHocTs

1;.? Test / ITokasaTesn Results / PesyabTaTs! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyercs
OIHOPOAHAs CYCIIEH3Usl, NPOXOIALIAsL
CKBO3b CHUTO C pasMepoM OTBEpCTHil
710 MKM.

7 Impurities / TIpumecn

1-hydroxy analog of
ketorolac: /
1-rugpoxcuananor
KeTOpoJIaKa

1-keto analog of ketorolac /
1-KeToaHanor KeTopoaka

unidentified impurity /
eAUHUYHas
HEMAESHTUOULMPOBAHHAS
NpUMECh

Below LOQ (LOQ =0.032%) /
Hipke mpejena KOJIHYECTBEHHOTO
ompenenenus (ITKO = 0.032 %)

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

0.05%

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

0.02%

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

total impurities /
cyMMa npumMecei

0.1%

not more than 1.0 %. / ue 6onee 1,0 %.

8 Water content /
CopaepxaHue BoAbI

2.5%

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

Remarks: The Product conforms to ND/

[Tpumeuanue: IponykT cooTBeTcTBYET TpeboBanuam HJT

3akJa

Conclusion: APPROVED /

wuenune;: OJJOBPEHO

Prepared by /
[Moarorosncuo: Rama Kant

Checked by /
IIpozepertio: Pardeep Kumar

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

ik = Amit Kumar L
&()«\‘Ll’/ < '_\L e /\f/
Reprint Date / ' Reprint Date / Reprint Date / )
Hara: 30.05.2025 [Hara: 30.05.2025 Jara: 30.05.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, india
Tel: +91 40 4900 2900, Fax: 491 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

vili. Khol, Naiagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

Al NG Q0D TG )
tel 1 +01 983168 56001-02

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jkenpecc (keToposiak) Tab/eTKH, AHCHEPrHpyeMbie B Moa0cTH pra, 10 mr

 Market / Poinok :Russia / Poccus 8
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne V2501046 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002947309 Date of Analysis / . 30.05.2025
AHanuTHYecKHi oTyeT Ne JlaTa ananusa
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
JaTa npousBoacTBa T'ogen oo
Mfg, License No. /
) MA number: / ~ JIII-Ne(004669)-(PT -
IIpouzBoacTBeHHAR : MNB/05/263 Homep PY " RU)

NHnensua Ne

Analysis performed according ND: / Anaaus nposeaes nmo HJ: JII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u39

1}2 Test / IlokazaTesb Results / PesyabTatsl Specification / Hopma
9 Residual solvents / OcTaTouHble OPraHH4YecKHEe PACTBOPHTE/H
Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab. /
H3zomnponaxon 6 MK B TabneTxe He Gonee 350 Mkr B TabseTKe.
10 Microbiological purity*/ MukpoGuosornueckast yucrora*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1iee yucio He 6onee 10° KOE/T;
a3pOoOHBIX MHKpPO-
OpTaHH3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61iee yrCio He 6onee 10% KOE/T;
JPOXKEBBIX U IUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 | Uniformity of dosage units / 23 Acceptance value (4V) not more than
OaHOpPOIHOCTDL 15.0 IMokazatens npuemiaeMoct (4V)
NO3HPOBAHHLIX eJHHHLL JoJDKeH ObITh He 6onee 15,0.

Remarks: The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTCTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
TMororosiedo: Rama Kanl

Rt .

IMpusepeny. Pardeep Kuua

Approved by: Manager/Executive /

OuuGpenu. Menepmep / T'yxusuuniuib

Amit Kumar (U
A

Reprint Date /
Jata: 30.05.2025

Reprint Date /
Hara: 30.05.2025

Reprint Date / {
Hara: 30.05.2025

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: L85195AP1984PLCOV4507
www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

r. Reddy's Laboratories Ltd.
Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 172 205, iNDIA

Tel : +31 95166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Ikcnpece (keTopoiak) TabaeTKH, AuCeprupyemble B OJIOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne ¥ V2501046 Ob6nem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002947309 Date of Analysis / . 30.05.2025

AHanuTHYecKHil oTueT Ne JlaTa anamu3za

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

JlaTa npoun3BoacTBa T'ogen ao

Mfg. License No. / . .

Ilpon3BoacTBeHHAS : MNB/05/263 MA number: / : JILL-Ne(004669)-(PT -
Homep PY RU)

Jduensnst Ne

Analysis performed according ND: / Anaaus npoeexen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page7of 9/ Crp. 7 u3 9

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onuctepe w3 (ITA/AJUVIID ¢
Braromnorioturenem/II3BIT)
donern // (TI3/AJ]) donsru. Io
2 OnUcTepa BMECTe C JIMCTKOM-
BKJIa/IbILIEM B nayky
KapTOHHYIO.

1}00 Test / ITokaszaTens Results / PesyabTaThbl Specification / Hopma
12 Assay / KonnuecTBeHHOE 9.9 mg/9.9Mr From 90mg to 11.0mg of
onpenesieHue (98.8 %) CsH13NO3°C4H| INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 Mr C5sH;3NO;*C4H | 1NO3
(ketoponaka TpomeramuH) (ot 90,0 nmo
110,0 % OT 3a8BJICHHOTO KOJMYECTBa) B
tabrneTke.
13 | Butylhydroxyanisole 0.0914 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHne 0.0914 mr B Tabnerke He menee 0,042 mr B Tabnetke.
OyTHArHAPOKCHAHU30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabaeTok B
onuctepe 3 (ITA/AJITID c
pnaronornotureneM/I19BIT) doneru //
(TI3/AJ1) doneru. ITo 1 unu 2 6nucrepa
BMECTE C JINCTKOM-BKJIZJbIIIEM B IAUKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTCTBYET Tpebosanusam HJT

3aka

Conclusion: APPROVED /

wuyenne: OJOBPEHO

Prepared by /
IMoaroroeneno: Rama Kant

Checked by /
[Mposepeno: Pardecep Kumar

Approved by: Manager/Executive /
OnobpcHo: McHemxkep / PykoBoauressb

/ ‘ Amit Kumar L
U«dﬂ iy AN—"=

M L =0 N

Reprint Date / ' Reprint Date / Reprint Date /

Hara: 30.05.2025 Hara: 30.05.2025 Hara: 30.05.2025

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: L85195AP1984PLC0OO4507
www.drreddys.com




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

C X
Dl’. Reddy’s ‘.0. vili. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS reddvs.c
CEPTHOMKAT AHAJIA3A ~ WWormeedyseom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxenpece (keToposiak) TabaeTkH, AUcIeprupyemMble B MOJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus ]
Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne $ V2301046 O6Bem cepnn " 3600000 tab6
Analytical Repo‘}‘t No/ - 040002947309 Date of Analysis / . 30.05.2025
AnanuTnvyeckuii oTyet Ne JlaTa aHasgu3a

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

Jarta npou3BoacTBa Togen no

Mifg. License No. / . .
Ipon3BoaCTBEHHAS : MNB/05/263 M rumbery/ y JNE-Ne(004669)=(BT =

Homep PY RU)
JUneH3usa No
Analysis performed according ND: / Anaau3 nposegen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 8 m3 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.

* [Ipu BhINycKe JIEKAPCTBEHHOIO NpenapaTa KOHTPOJIL KauecTBa N0 NoKa3aTe 0 «MuKpoGHoI0rHyecKas
YHCTOTA» MPOBOAUTCS AJisl Kaxaoii 20-0ii cepuu, WM AJIS OAHOIi cepuM B Iofl, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNUT paHble.

API name / Hanmenopanue A®C: Ketorolac tromethamine / Ketoposiaka TpOMETaMHH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABSH001109

Homep cepun npouspoanTenasa ADC:

FP Manufacturer API Batch number /

Homep cepnu cyGcTaHIHH NIPOH3BOIHTESA FESA00158

IJP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpon3poautens APC, cTpana: I-p Pennu'c Jlabopatopuc JIta., Uuausa

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
site / MNB/05/263) /

HaumeHnoBaHHe, aapec, JHNEH3HS I I-p Pernu’c Jlabopartopuc Jlta., Uaaus, IlpoussoacTeeHHoe
IIpon3eoacTBeHHas nuomanka / Ilnomanka noxpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagau, Jluctpukrt
KOHTpOoJs KauecTBa / Ilnomaaka BeImycka Conan, X.JI., 173205, Uaaus (uiensua 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/ Conclusion: APPROVED /

ITpumeuanue: IIpoaykt cooTseTcTBYeT Tpebosanusam HJI 3axaouenne: OJJOBPEHO

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

IMonrorosneno: Rama Kant IMposepeno: Pardeep Kumar | Onobpeno: McHemkep / Pykoroaureib

Amit Kumar S

Bt ot N

Reprint Date / ' Reprint Date / Reprint Date / ’

Jara: 30.05.2025 Jara: 30.05.2025 Jara: 30.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mait@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

Qe
DI’. Reddy,s ‘.... Vili. Kho!, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, iNDIA
Tel : +91 96166 56001-02

CERTIFICATE OF ANALYSIS "\ . dys.com
CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keTopoiak) TafiieTkn, JHCHIeprupyemMble B 0JI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne £ V2501046 O6nem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002947309 Date of Analysis / . 30.05.2025
AHanuTHYecKHii oTyeT Ne JlaTa aHa/IH3A
Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027
JlaTa npou3BoacTBA I'oxeH g0
Mfg. License No. / . .
IpousBoacTBeHHas : MNB/05/263 My aumberc. : JEN=(00A60I)E TS
Homep PY RU)
JHnenzug Ne
Analysis performed according ND: / Ananus npoeegen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224
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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».

3ak0YeHHe 0 COOTBETCTBHHU: «HacTosAIuM s MOATBEPIKAAI0, YTO IMpHBEICHHAS BHINE HHPOpMAITUs ABIIETCS
JTOCTOBEPHOM M TOYHOW. DTa CepHsl NPOAYKUMH IPOM3BENeHa (BKIIOYas YIAKOBKY (MApKMpPOBKY) M KOHTPOJIb
Ka4yecTBA) Ha BBIIIEYKA3aHHOW IPOU3BOJCTBEHHON IIomanxe (IJIOIAAKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusmu [IpaBui Ha/UIexalneif Mpou3BOJCTBEHHOM MpaKTHKH EBpasuiickoro sxoHOMHYECKOro coroza (No
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeboBaHMAMHE KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKKe B COOTBETCTBHH CO CHEIHUPHUKAMUIMHU, COACPKAIUMHUCS B PETMCTPALIMOHHOM J0CHE CTPAHEI-UMIIOPTEpPA.
3anucH [0 IPOM3BOICTBY, YIIAKOBKE U aHAITH3Y IIPOBEPEHB], H YCTAHOBIEHO UX COOTBETCTBHE TpeboBanuaM Ipasui
HaZUIexKaIIed MPOU3BOJICTBEHHOM MpakTUKK EBpa3suiickoro 53KOHOMHYECKOTO COI03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusam HJI 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Rama Kant [posepeno: Pardecep Kumar | Onobpcro: Menepxep / PykoBoauTtesnb
W ) Amit Kumar

/ T .
Reprint Date / \ Reprint Date / Reprint Date / !
Jara: 30.05.2025 Hata: 30.05.2025 JlaTa: 30.05.2025

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: L85195AP1984PLC004507
www.drreddys.com



