Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS
: ; Tel : +91 98166 56001-02
CEPTHUOUKAT AHAJBA s om

Eroduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcmpece (keropoaak) TabieTkH, AHCIeprupyemble B MOJIOCTH PTa, 10 mr |

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab / —
Cepus Ne V2500829 O65eM cepHH " 3600000 Tab
Analytical Report No/ . 040002925300 Date of Analysis / . 10.05.2025
Apamumigecknii oTuer Ne Jarta auananza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npon3BoACTBA T'ogen no

Mfg. License No. /

IlpousBoacTBEHHAS : MNB/05/263 IIYII A nm;;er. / : g{I}-N‘g(004669)-(PI’-
nunenzun Ne omep ) ===

Analysis performed according ND: / Anaau3s nposenen mo HJI: JﬂI—Ng(004669)-(PﬁU)-] 90224 '

Pagel1of9/Crp.1m39

No

No Test / Hoka3zarenn

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucaunue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrible miockue
Tabnetku ¢ dackait, ceewIo-
YEITOTO LIBETA C IPaBHPOBKOH
«l» Ha ofHOH CTOpOHe.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
nmockye Tabnetku ¢ ¢ackol, cBeTIO-
KEJITOrO LBETa C rpaBHpPOBKOH «I» Ha
OJHOH cTOpOHE,

2 Identification / HoenTndukanna

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV specira of the test solution and
ketorolac tromethamine standard solution,
should have peaks at the same wavelength
( 2nm). / Y®-crnexTpbl NOTMMOLIEHHA
MCMBITYEMOrO pacTBopa M  pacTBopa
cTaHmaptTHoro  ofpaslia  KeTOpoJaka
TpOMEeTaMUHA JOMMKHBI HMCTh
MaKCHMYMBbI NPHA OLHOH 1 TOH e AnuHe
BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBannsaM HJJ

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IToarororieno: Ramakant

ks

Checked by /
Tpoeepeno: Pardeep Kumar

Approved by: Managdr/Executive /
Onobpeno: Menesmkep / Pykoroaurerns
Abhishek Chauhan

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Hata: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Ban|dra Hills, 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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Dr. Reddy's Laboratories Ltd.
formulation Unit-5

Bo ' '
Dl’. Red dY,S ‘.... ' vill. Khol, Nalagarh Road, Baddi,

i H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS E,K‘SntF~.~.Soo-1la:é‘| ER :lr:nm N

X
ol ©

CEPTHO®HUKAT AHAJIH3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropon® 3xenpece (keroponak) Tabaerxu, ancneprupyembie B 00A0CTH P14, 10 mr

Market / Puinox :Russia / Poccug

Batch No / f Batch Quantity / 3600000 tab /

Cepusn Ne o O6bemM cepiu " 3600000 Tab
Analytical Repog't No/ . 040002925300 Date of Analysis / . 10.05.2025
AHanuTHYeCKHH 0THeT No Jara apanusa |
Da’te of Mapufacture / . 04/2025 Date of Expiry / . 03/2027

Jarta nmpon3BoacTBa Toneun no

Mfg. License No. /

IIpon3BogCcTBEHHAS : MNB/05/263 IB_;[A nun;l;}er. / : JRm-N9(004669)—(PF-
Jnnen3us Ne omep U)

| Analysis performed according ND: / Anaaus nposeaen no HII: JIOT-Ne(004669)-(PT-RU)-190224
Page2of 9/Crp.21n39

No

No Test / TlokazaTenn Results / PedyasTats! Specification / Hopma

Complies / CooTsercTByeT 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). / Bpemsi yaepXHBaHHS
OCHOBHOTO NHKA HA XpOMaTorpamme
UCTBITYEMOTO pacTBopa JOMKHO
COOTBETCTRBOBAThL BPEMEHH YAEPXUBAHHUA
OCHOBHOrO THMKA Ha XpOMAaTorpaMme
pactBopa CTaHZapTHOTO o6pazua
KeTopoNaka  TpoMeramiHa  (paszen
«KonuuecTreHHOE ONpeac/IeHe).

TSI P T ]

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeyanue: [Iponykr cooTseTcTBYET Tpebosannam HJI 3axmouenne: QJOBREHO

Prepared by / Checked by / Approved by: Managel/Executive /
TMoarotornexo; Ramakant IIposepeso: Pardeep Kumar | Onobpeno: Menemicey) / Pyﬁostm-rrenb

@w\ \1;- [ ; Abhishek Chauhan

~
-

Reprint Date / Reprint Date / ' Reprint Date /
JHara: 10.05.2025 JHara: 10.05.2025 Jara: 10.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':'.'

Dr. Reddy's Laboratories Ltd.
formulation Unit-5
Vill. Khol, Nalagarh Road, Baddi,

istt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSI§ DSt Soian P, 173 205

CEPTHOHKAT AHAJM3A .

www.drieddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Ixcnpece (keroponak) Tabaerks, {ucncprupyemMbie B NOJOCTH pTa, 10 Mr

Market / Poitok :Russia / Poccua

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne R O6nem cepnn " 3600000 Tab
Analytical Repourt No/ . 040002925300 Date of Analysis / . 10.05.2025
AHasiuTHYecKHH oTyer Ne Jara asaauza ]
Date of Manufacture / ) Date of Expiry / d

Jata nponzsoacrea 4042023 Tonen oo & 0972029

Mfg. License No. /

IIponzBoacTBennan : MNB/05/263 EA nur;n;)’er. g 3 gH_NQ(004669) (Bl
anuchzna Ne oMep 2

Analysis performed according ND:

/ Anamus nposenen o HJI; JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/Crp.3m3 9

No

N Test / Moka3zaTens Results / PesyabraTht Specification / Ilopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Lynninc idponchiviviison butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydtoxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content" section). / Bpemena
yHepXHBAHHS MUKOB
2-6yTHArMAPOKCHaHU30M1a d
3-0yTwiIrHppoKcaHu3oNa Ha
XpOMATOrPaMMe HCTILITYEMOro pacTeopa
JOIDKHEI  COOTBETCTBOBATH  BPEMEHAM
YAEPKNBAHHS INHKOB
2-6yTHArMAPOKCHAHH30JIA H
3-6yTHIIrnapOKCHaHU3ONA Ha
XpOMaTorpaMMe pPacTBOpa CTAHAapPTHOTO
06pasna 6yTHrMapOKCHaHu3ona (pasmen |
«ConepxkaHne
Oy THATILEPOKS IALIRIONAN).

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

Iprmeuanne: [Tpoaykt cooteTeTBYET Tpeboranmam HII 3aknouennc: OIOBPEFHO

Prepared by / Checked by / Approved by: Manager/Eyecutive /

IMoarotosnexo: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykopogirent

Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2025 Jlara: 10.05.2025 Jlata: 10.05.2025

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: L85195AP1984PLCO04507
www.drréddys.com,
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Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CERTIFICATE OF ANALYSIS

Tal ; +01 OR166 5E00T-N2

CEPTHOUKAT AHAJTU3A

www.drieddys.com

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

IIpoayxr: Keropoa® kcnpecc (KeToposrak) Tabuerkn, AHCHeprupyeMplt B MOJ0CTH PTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / J Batch Quantity / . 3600000 tab /
Cepnn Ne o O6bem cepun " 3600000 Ta6
Analytical Repo:’t Neo/ . 040002925300 Date of Analysm / . 10.05.2025
AnandTHyeckHi oTdeT Ne Hara anaju3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jata npon3BojcTBa T'onen no
Mfg. License No. /
ITpouzeoacTBEHHASA : MNB/05/263 MA number: / : JI1-Ne(004669)-(PT -
Homep PY RU)
anuensns Ne

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

Pagse40f 9/ Crp. 413 9

No
Ne

. Test/ Toxa3aTennb

Resulls / PesynbTaTnl

Specification / Hopma

Macca

3 Average weight / Cpeansa

Uniformity of weight /
OaHOpPOAHOCTH MACChI

69.7 mg / 69.7 M

Complies / CoorBeTCTBYET

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Or 67,2 M1 10 72,8 M1 (70,0 vy 4,0 %),

18/20 tablets - not more than = 10 %;
2/20 tablets - not more than + 20 %. /
18/20 Tabnetox — uc Oonee = 10 %;
2/20 Tabnerok — He Gonee + 20 %.

PacnagaeMocThb

4 Disintegration time/

00 min 19 sec / 00 mun 19 cex

Not more than 3 min. / He Gonee 3 MuH.

5 Dissolution / PacTBopenue

Unit-1/Ta6n-1 . 101 % | Not less than -75% (Q) of
Unit-2 / Ta6n-2 104 %

CisH13NO3°C4H 1/ NO3 (ketorolac
tromethamine) in 15 min. / He menee

Tpnmeuanne: TlponykT cootseTcTByYeT TpeboBanuam HI

Unit-3 / Ta6n-3 100% | 75% Q) CisHi3NO3*CH(NO3
] (kcToponaka TpoMcTAMHEIL) Ycpea 15 muil
Unit-4 / Tabn-4 100%
Unit-5 / Tabn-5 97%
TInit-6 / Tafin-6 OR %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Zaxmoyenve;: OIOBPEHO

Prepared by /
TloarotosneHo: Ramakant

o

Checked by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Excutive /
OnobpeHo: Menemxep / Bykosoanrens
Abhishek Chauhan {’ /

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Hata: 10.05.2025

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: L85195AP1984PLCO04507

www.drreddys.com

 :




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

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

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

PnAd A Lo TLNANG N
vu

CEPTUOUKAT AHAJIU3A

0 o
IS Ty Jad M AVIVW R

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Hpoayxr: Keropoa® xcnpece (KeTopoaax) TabaeTin, ucneprupyemsic B nonocrn pra, 10 mr__

Market / Peniok :Russia / Pocens

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne ANZPD O6Bbem cepHE " 3600000 Tab
Analytical Repo:'t No/ . 040002925300 Date of Analysis / . 10.05.2025
AHajnaTHYecKH i oTdeT Ne JlaTa ananusa = o
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027 —l
JaTa npon3BoacTBa & Iopen 1o

Mifg. License No./ 3
IIpon3BoacTBeHHASI . MNB/05/263 MA-number: / : JI-Ne(004669)-(PT-

Homep PY RU)
Jgunenzas Ne

'Analysis performed according ND: / Ananns nposeaen o HI: JII-Ne(004669)-(PT-RU)-190224

PageSof 9/Crp.5m3 9

JAuenepcHocTs

N
.N':') Test / [lokasaTenn Results / Pe3yabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a |

OAHOPOAHAA CYCNEH3HA,

710 MKM.

710 pm sieve is formed. / QObpasyctca
NPOXOAA At
CKBO3b CHTO C pPasMepoM OTBEpPCTHH

7 | Impurities/l‘l’pliﬁecu .-

1-hydroxy analog of
ketorolac: /
1-ruopoxcuananor
KeTopoJlaka

1-keto analog of ketorolac /
1-KeTOaHANOT KETOpOonaKa

/ Hwxe npenena

KOJIMUECTBCIHOTO OTIPEHACNECHHNS

(TTKO = 0.0032%)

not more than 0.5 %; / ne 6oace 0,5 %,;

not more than 0.8 %, / xe 6onee 0,8 %,

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

CopepsxaHue Boabl

unidentified impurity / 0.05%
eIMHIYHAs
HPUTEHTAGN IMPORAHAAT
TIpPUMECH 0.02%
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npHuMecei - :
8 Whater content / ? 6% Nnt mare than 7.0 %, /

He 6onee 7,0 %.

P

Remarks: The Product conforms to ND/

[Ipumeuanne: [ponykr coorBeTcTBYeT Tpebosanusm HIL

Conclusion: APPROVED /
3ak/I0veHne: O,IIOBPEH}O

Prepared by /
IToarotoeneHo: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Exgeutive /
Onobpeno: Menemkep / Pykosoantens
Abhishek Chauhan :

Mol

Reprint Date /
Jata: 10.05.2025

Reprint Date /
Hata: 10.05.2025

Reprint Date /
Hata: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIU3A

Tel : 491 98166 56001-02
www.drisitys.com

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

IMpoxyxr: Keropoa® Dxcnpecc (keroponak) Tabnerku, AHCHEprpyeMbie B 1010CTH PTa, 10 mMr -

Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / . 3600000 tab /

Cepus Ne ' V2200829 O6bem cepun " 3600000 Tab

Analytical Repoﬁ No / . 040002925300 Date of Analysis / . 10.05.2025

AHanuTHyeckHit oTyeT No JarTa ananuza

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jara npon3BodcTea Toxen Ao

Mifg, License No. / . .

Ilpom3BoacTBennas : MNB/05/263 M number: / I CUECED BT
Homep PY RU)

nnnen3us Ne

{ Analysis performed according ND: / Anaaus nposesen no HJI: JITI-N2(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6139

I;.f Test / TokazaTens Results / PesyabTarsl Specification / Hopma
9 Residual solvents / OcTaToyHble OpraHH4ecKie pacTBOPHTENN
Isopropyl alcohol / 7 pg/tab/ Not more than 350 pg/tab. /
HUzonponagon 7 Mkr B TabneTke He Gonee 350 Mxr B TabneTke.

10 | Microbiological purity*/ Mukpo6nonornyueckas-4ucrora*

OaHopoaHoCcTh
NO3HPOBAHHBIX eAUHHLL

Total Aerobic Microbial not more than 10° CFU/g; /
Count / obutee unucno NA ne 6onee 103 KOE/T;
29pOBHBIX MHKPO-
OpraHu3MoB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / o6uiee yucto NA se Gonee 10° KOE/r;
DPONCKEBBIX M TUIECHEBRIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T,
11 | Uniformity of dosage units / 4.2 Acceptance value (4V) not more than

15.0 IToxazaTtens npHemaeMocTH (A7)
JoiDkeH 66I1TE He Gosee 15,0.

Remarks: The Product conforms to ND/

ITpumeuanne: [Tponykr cootBeTcTByeT TpeboBanuam HJ -

Conclusion: APPROVED /
3akmouenne; OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

Checked by /
IMposepeHo: Pardeep Kumar | OnobpeHo: Menemxep / 1

Approved by: Manager/Exgeutive /

'!\‘07‘)1 HTECIL

[ Abhishek Chauhan

Bt

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Reprint Date /
Hata: 10.05.2025

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: L85195AF1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr, Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJTH3A

www.drreddys.com

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

Mponykr: Keropon® Sxenpece (keToposak) TabierTks, ancneprupyemeie B noxocTy pra, 10 mr ol ol ]

Market / Peinok : Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne QTS Q6BbeM cepHH " 3600000 a6

Analytical Repo:’t No/ . 040002925300 Date of Analysis / . 10.05.2025

Ananutnyeckuii otuer No JlaTa aHaIH32

Date of Manufacture / . 04/2025 I_?ate of Expiry / . 03/2027

Jlara npon3BoaACTBA T'onen oo

Mifg. License No. / ] .

IIpon3poAcTBEHHAS : MNB/05/263 M number:/ P UCALULASHO)s (S
Homep PY RU)

Junensns Ne

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

Page 70f 9/ Cip. TH3 9

1
if Test / ITokasarens Results / PesynsratThi Specification / Hopma
12 | Assay/ KoanuecTBennoe 10.1 mg/ 10.1 mMr From 90mg to 11.0mg of
(100.6 %) CisHisNU3eCqH (NO3 {ketorolac

onpenesienye

tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr no
11,0 mr CysHaNO3°C4H1NO3
(xetoponaka TpometamuH) (ot 90,0 uo
110,0 % ot 3asBIEHHOTO KOJIMYECTBA) B
Tabnerke.

13 | Butylhydroxyanisole
content / CopepxaHHe
ByTHArHAPOKCHAHH30IA

0.0925 mgftab /
0.0925 mr B Tabnerke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B Tabierke.

14 | Package description /
Onucaune ynakoBKH

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. / Ilo 10 Tabnetok B
6mactepe w3 (MA/AJVIID ¢
piaronornoturenem/I12BIT)
¢onsru // (II3/AJT) donsru. Ilo
2 6nucrepa BMECTE C JINCTKOM-
BIIAJBIIIEM B rauxy
KapTOHHYFO.

10 tablets in a blister ‘of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnerok B
6nucrepe 13 (TTA/AJITID 3
pnaronornorutenem/[13BII) dombru //
(TID/AJD) donsru. Io 1 wnu 2 GiKcTepa
BMECTE C JIMCTKOM-BKMTaAbILIEM B NAuKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
ITpumeuanne: [TpoaykT cooreeTcTByeT Tpebosanuam HL

Conclusion;: APPROVED /
3axmoyenne: OJOBPEHQ

Prepared by /

Tloarorosnexo: Ramakant

~

Checked by /
Ilposepeno: Pardeep Kumar

N

Onobpeno: Menemxep / PykoBourens

Approved by: Manager/Exegutive /
Abhishek Chauhan }

Reprint Date /
Jara: 10.05.2025

L]

Reprint Date /
Hata: 10.05.2025

Reprint Date /
Hata: 10.05.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIH3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skcnpece (keroposak) rabiierku, Aucneprapyembie B NoaocTH pra, 10 mr oSS
Market / PoiHok :Russia / Poccus

Batch No / " Batch Quantity / _ 3600000 tab /

Cepua Ne 4 V2300822 O6nem cepun " 3600000 a6 -
Analytical Report No / . 040002925300 Date of Analysis / . 10.05.2025
Anangnrtnyeckuit oryer Ne NaTa aHaaH3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTa IpOH3BOACTBA TI'omen 1o

Mfg. License No. / . A
IIpousBoAcTEeHHAN : MNB/05/263 }I\;IA nu[;:ger. d : ﬁI[;M(OM“g)'(PF_
JHIeH3HsA Ne omep

* When the drug product is released, the quality

| Analysis performed according ND: / Araaus nposenen no HJL: JII-Ne(004669)-(PI-RU)-190224

Page 80of9/ Crp.8139
control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* [pu BLINYCKe NeKAPCTBEHHOrO NPENapaATa KOHTPOIb Ka4YecTBa 110 noka3aTemo «MukpoGHoIornyeckan

YHCTOTA» NPOBOANTCS st Kaskaon 20-0H cepy
HACTYIHT paHbuIe.

M, WIH JJs1 OHON ¢epUY B I'OR, B 3aBUHCHMOCTH 01 'T01'0, 4TV

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / KeTtoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepuu nponspourenst AQC:

ABRH009745, ABRH009746

FP Manufacturer API Batch number /
Honmep cepuu cyGcTAaRDIMH MPOHM3BOAHTENA
TJ@:

FESA00032, FESA00033

API Manufactured by & country/
IIpouzsogntenab ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Penan'c Jlabopatopuc JIta., Unaus

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

HanmMeHoBaHHe, aaApec, JHIEH3HA IS
Npowu3soacTeennan niaomagka / Ilnomanka
KOHTPOJIA KauecTBa / [lnomaara BeITyCKa

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 Penau’c Jlaboparopuc JIta., Muans, [IpousBoacTBEHHOS
nozpasaenenue-6, B, Kxons, Hanarapx Poya, banmw, Jluctpukt
Conan, X.I1., 173205, Uunus (smuersus nomep 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 /

[pumeuanue: ITpoaykt cootsercTByeT TpeSopanusm HJI Jaxniouenwe: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutivg /

IToaroTtorneno: Ramakant [Ipoepéno: Pardeep Kumar | Ono6peno: Menemsep //I _w-:ono;r-rrcnh
) Abhishek Chauhan

Reprint Date / ' Reprint Date / Reprint Date /

Hara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

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
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
farmulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - 401 98165 56001-02

www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpecce (xeToposak) TabaeTkn, AHCcHeprupyemMbie B Mo0cTH pra, 10 mr L
Market / Poinok :Russia / Poccns
Batch No / ] Batch Quantity / 3600000 tab /
Cepnsi Ne DL O6Bem cepui * 3600000 Ta6 .
Analytical Repourt No/ . 040002925300 Date of Analysis / . 10.05.2025
AHaTHTHYecKHH oTaeT Ne e | lata anasn3za
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoiCTBa Tonen o
Mfg. License No. / i R
IIpousBoacTeeHHas : MNB/05/263 MA number: / : JINI-Ne(004669)-(PX -

Homep PY RU)

JHUeH3na Ne

| Analysis performed according ND: / Anaaus nposeacn no HJI: JI-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».

3ax/II04eHHe 0 COOTBETCTBHM: «HacTOSIIMM A MOATBEPHKLAIO, YTO TIPUBEEHHAS BHIIE HHPOPMALMS SBIIAETCS
JOCTOBEPHOH M TO4YHOH. DTa cepus MPONYKUHUHM MpOHM3BeAeHa (BKIIOYAs YNAKOBKY (MapKUPOBKY) H KOHTPOIb
Ka4ecTBa) HA BBHIIICYKA3aHHON IIPOM3BOACTBEHHOM IUTOmManKe (IUIONIAAKaX) B IOJHOM COOTBEICTBHH C
TpeGoBanusaMy TTpaBUIT HajuIexallelt TIPOU3IBOACTEEHHOMN IIPAakTHKH EBpasHiiCKOro 3KOHOMHYECKOTo coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 cenrsbps 2022) u TpeboBaHUSIMH KOHTPOJIA KA9€CTBa JIEKAPCTBEHHEIX CPE/CTB,
a TAaKXe B COOTBETCTBHHM CO CIeMU¢HUKANUIMH, COJEPKAIMUMUICA B PETUCTPAIHOHHOM JI0CHE CTPAHBI-MMIIOPTEPA.
3aIIMCH 110 IIPOH3BOICTRY, YIIAKOBKE M AHATHM3Y POBEPEHS], H YCTAHOBIEHO HX COOTBETCTBME TpeboBaHmsM [Ipapu
HajIexalneii IpoOH3BOACTBEHHON NpakTHKH Eppa3sniickoro 5JKOHOMHYECKOTO COK03a).

Conclusion: APPROVED /

Remarks; The Product conforms to ND/
Zaxnrouenue: OJOBPEHO

[Ipumeuanne: Mpoaykr cootseTcTBYET TpeboBanuam HII

Prepared by / v Checked by / Approved by: Manager/Exkcutive /
MMogrorosneso: Ramakant [Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pyxkopomurens

ult™ Abhishek Chauhan |
@A ~ ol — [
Reprint Date /

Reprint Date /

MHara: 10.05.2025 Jlara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com




