Dr. Reddy's Laboratories Ltd
Formulation Unit-6

) ..
Dr. Red dy S ‘;’ Vill. Khol, Nalagarh Road, Baddi,

n Distl. Solan, H.P, 173 2G5, INDIA
CERTIFICATE OF ANALYSIS _ " 001 ce's6001-0
CEPTHOMKAT AHAA3A ., drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegraﬁn_g Tablets 10 mg_
Mponyxt: Keropon® Dxcnpece (Keropoiax) TabieTky, aucneprupyemsie B monocrn pra, 0mr

Market / PriHok :Russia / Poccus

Batch No / V2501283 Batch Quantity / 3600000 tab /

Cepus No ' O6bem cepun " 3600000 Tab

Analytical Repo:’t No/ 040002978268 Date of Analysis / . 99.06.2025

AHaauTHYecKHH oT9eT Ne JlaTa aHaJIM32 |

Date of Manufacture / . 06/2025 Date of Expiry/ . . 05/2027

JaTa npouspoacTsa T'open mo s B |

Mfg, License No. /

IIpon3BozcTBEHHAsN : MINB/05/263 sl il G5 . OIERH(L LI
Homep PY RU)

JHLeH3HA Ne

Analysis performed according ND: / Ananus nposejes no HJIL: JII-Ne(004669)-(PT-RU)-190224 .
Page1of9/Crp. 1 n3 9

J,
T}f Test / TlokazaTennb Results / Pe3ynnTaThl 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. / Kpyrnbie
side. / Kpyrnsie mockue nnockue Tabnerkd ¢ ackoi, CBeTnO-
tabnetky ¢ dhackolt, cBeTo- MEJITOr0 1[BeTa C TPaBHPOBKOH «I» Ha
)eJITOrO [1BeTa C TPaBUPOBKOM OIHO# CTOPOHE.

«l» Ha ONHOH CTOPOHE.

2 Identification / HaeHTudgnrkauus

Ketorolac / Kemoponax Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / YO-crekIpsl MONIOICHIS
HCUBITYEMOrO pacTBopa M pacTBopa
cTangapTHoro  obpasla  KeToposiaka
TpoMeTaMKHa DOIDKHBT HUMETh
MaKCUMYMbl TIPH ORHOM M TOH Xe LnuHe
BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpnmeuanne: ITponykT cooTBeTcTBYET TpebosanusM HJ 3aknouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ozrotorneno: Yogesh Chauhan | Ilposepeto: Pardeep Kumar | Ono6peso: Meneaxep [ Pykosonuress
,‘-9? 52 / Abhishek Chauhan f
[ T f
Reprint Date/ Reprint Date / Reprint Date /
Jara: 29.06.2025 Ilata: 29.06.2025 Jara: 29.06.2025

Registered Office: 8-2-327, Rozad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q‘:’

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

vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIA3A

Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001 52
www.drreddys.com

T A

Product : Ketorol Express (keto;olac) Orally Disintegrating Tablets 10 mg

Market / Poisiok :Russia / Poccust

— em e e
A oo [MeARETan
| oss P o
IIVII[%;;;I:?BE:A;;: . MNB/05/263 g‘:‘" 2;‘;,‘;’,“" : JII{ID'NQ(OM“”’(PF'
JHUeH3Ns No

Analysis performed according ND: / Anann3 nposeaet no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Ctp.2 39

No

N Test / [ToxazaTennb

Results / Pe3ysibTarht

Specification / Hopma

Complies / CooTBeTCTBYET

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 yaepxusanus
OCHOBHOIO THKa Ha XpomaTorpamme
HCTIBITYEMOFO pactBopa HTOJDKHO
COOTBETCTBOBATh BPEMEHHU YIEPXKUBaHUS
OCHOBHOTO IIHKa Ha XpOMaTorpamMMe
pacTBopa CTaHJapTHOTO obpasua
KeTOpONiaka  TpoMeTaMHHa  (pasfen
«KoJHyecTBEHHOE ONpENeNeHNe»).

Remarks: The Product conforms to ND/

Ipumeuanwne: ITponykt cooTBeTcTBYET Tpeboanusam H]I

3aknye

Conclusion: APPROVED /

nue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroeneno: Yogesh Chauhan | TIposepeno: Pardeep Kumar | Ono6peno: Menemaiep / Pykprosireis
Y 7z f Abhishek Chauhan |

I‘/ __!’/‘ Co— =2 1
Reprint Date / Reprint Date / Reprint Date /

JHara: 29.06.2025

Hara: 29.06.2025

Hara: 29.06.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f-

CERTIFICATE OF ANALYSIS

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

vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2G5, INDIA
Tel - 191 99166 56001 02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToposak) Tabaerksn, ANcnepriupyemeie B M0I0CTH pra, 10 mr

Market / Poinok

‘Russia / Poccus

Analysis performed according ND: / Aranns nposeen no HJL: JITI-N2(004669)-(PI'-RU)-190224

Page30f9/Cip.3 n3 9

Batch No / y Batch Quantity / ~ 3600000 tab /

Cepus Ne R Obnbem cepun " 3600000 Tab

Analytical Report No / . 040002978268 Date of Analysis / . 29.06.2025

AnaguTudecknit oTyer No JlaTa ananu3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npon3BOACTBA I'onen o

Mfg. License No. / N

IIpouzBoncTBeHHast : MNB/05/263 EA nux;;)’er./ : JI{H_NQ(OO%@)-(PF'
inieHsua Ne omep L

row .
NZ Test / [loka3aTeas Results / PesyabTaThl Specification / Hopma

Butylhydroxyanisole / Complics / CoOTBETCTBYET 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
YASPXKABAHUA MTHKOB
2-6yTUNrHapOKCHaHHu30I1a u
3-0yTUArHAPOKCHAHM30JIA Ha
XpOMAaTOrpamMMe UCIBITYeEMOro pacTsopa
JOMKHBI  COOTBETCTBOBATh  BPEMEHAM
YIaepXKHUBaHUA THUKOB
2-6yTHNruIpOKCHAHH30J1A H
3-6yTUnryApoKCcHaHn3oNa Ha

XpoMaTorpaMme pacTeopa CTAHAAapTHOIO
obpasua 6YTHArMAPOKCHAHK30a (pa3aei
«ConepxaHue
6yTHArHAPOKCHAHH3011a»).

Remarks: The Product conforms to ND/
Hpumeyanue: [TpoaykT coorsercteyeT TpeboBanuaM HJL

Jakn

Conclusion: APPROVED /

ouenne: OJOSPEHO

Hata: 29.06.2025

Hara: 29.06.2025

Hara:

Prepared by / Checked by / Approved by: Managér/Executive /
[oaroTossieHo: Yogesh Chauhan | [Tpoepeno: Pardeep Kumar | OnoGpero: Menemwsep / Pyicoad{m'rcns
i s mJ Abhishek Chauhan
i ] \
Reprint Date / Reprint Date / Reprint Date /

29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q'}

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.,
Formulation Unit-6

Vill. Khol, Nalagarh Road. Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 95166 56001-52

CEPTHOPHKAT AHAJTH3A

www.drredays.com

[Product : Ketorol Express (ketorolac) Orally Disint‘egrating Tablets 10 mg
Mponyxr: Keropon® Jxcnpece (keroponax) Tabmerks, ANCHepripyessic B HOJIOCTH pii, 10 mr

| Market / Porior :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab / -
Cepus Ne s O6nem cepin ' 3600000 Tab
Analytical Repo:’t No / . 040002978268 Date of Analysis / - 29.06.2025
AHajpaTiHYecKAH oTHeT Ne Jara anann3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
HaTa npon3sojacTsa T'ogen o
Mfg. License No. / !
TIpouzBoacTBeHHan : MNB/05/263 gA nun;;)’er. / : .g[[}[—NQ(OO4669)-—(PF-
smnensus Ne omep )

Analysis performed according ND: / Anans nposegen mo HJI: JITI-Ne(004669)-(P1-RU)-190224

OaHOpOAHOCTb MACCHI

T No |
I}f Test / IlokazaTens Results / Pe3ynpTaTh!
3 Average weight / Cpeanns 69.2 mg / 69.2 Mr i
macca .
Complies / CooTBETCTBYET
Uniformity of weight /

Page4 of 9/ Crp. 4 u3 9

Specification / Hopma

" 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /

Or 67,2 mr 1o 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 Gosee = 10 %;
2/20 Tabnerok — He Gojee + 20 %.

4 Disintegration time /

00 min 14 sec / 00 muH 14 cek

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

Pacnanaemoctsb

5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
" CisH;3NO;3°C4H 1 NO; (ketorolac
Wlaily3 § e R tromethamine) in 15 min. / He meuee
Unit-3 / Ta6n-3 95 % 75% (Q  CisHiaNO3CsHiNOs
_ (keToponaka TpoMeTaMyH) Hepes 15 MUH.

Unit-4 / Tabn.4 08 %

Unit-5 / Tabn-5 98 %

Unit-6 / Tabn-6 95 %

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
Zarmonenne: OJOBPEHO

Prepared by /
IToarorosieHo: Yogesh Chauhan

o S~
Il’.':’//-

Checked by /

Approved by: Manager/Executive /

ITposepeno: Pardeep Kumar | Ono6peno: Menewkep// Pykosoziprent
p Abhishek Chauhan |
M’j’" S

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hata: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Rozd 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-6

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

CERTIFICATE OF ANALYSIS 1, o) 53166 56001-02

CEPTHOHKAT AHAJII3A o drreddys.com

'Product : Ketorol Express (ketorolac) 6r_ally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keTopoaak) Tadier<n, AHCHEPrHpyeMbie B OJOCTH P, 10mMr

Market / Poinok :Russia / Poccusa |
| Batch No / , Batch Quantity / . 3600000 tab /

Cepus Ne AL O6BeM cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002978268 Date of Analysis / . 29.06.2025

AHanuTyvecknii oTyer Ne JaTta anann3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

JaTta npoH3BoAcTEa I'onen oo

Mfg. License No. / - . -

IIponaeoacreenHan - MNB/05/263 MA number: / ; JIT-Ne(004669)-(PI'-

Homep PY RU)
JHLCH3HA Ne

Analysis performed according ND: / Ananns nposegen no HJL: JII-Ne(004669)-(P1-RU)-190224

PageSof 9/ Crp.5u3 9

JucnepcHocTb

‘1;: Test / [lokazaTens Results / PesyanTars! Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pasyercs
OOHOPO/HAA CYCTEH3UA, TNPOXOAsilast
UCKBUSD LMIU L Pd3Mepum ulbLpuingd
710 MxM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

not more than 0.5 %; / ne Gonee 0,5 %, '

CopepixaHne BOALL

[1)
1-ruapoxcyananor Db, 7
KeTOpoJaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHanor keToponaxa
unidentified impunty / 0.02% not more than 0.5 %; / He Gonee 0,5 %;
eNMHWYHASL '
HeHAeHTHHLUPOBAHHASL
OPIMOOL
total impunties / = U.1% 1ol more than 1.0 %. / ae Sonee 1,0 Yo.
cymMMa mpumeceit
8 Water content / 24 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
[Mpumeyanue: [IpoayxT cooTBeTCTBYET Tpebosanusm HIL

Conclusion: APPROVED /
Baxmiouenne: OJIOﬁPEHO

Prepared by / Checked by / Approved by: Manage}/Exccutive /

Hoarorositero: Yogesh Chauhan | ITposepeno: Pardeep Kumar | Ono6peno: Menemxepl/ PykoBonutesns
N 7~ f Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2025 Hata: 29.06:2025 JHata: 29.06.2025

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

www.drreddys.com




Dr.Reddy’s “:‘.

Dr, Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS 1.\ a1 05265 5600112

CEPTHO®HUKAT ATIAJTHU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopoa® xcnpeec (keToposiak) TabaeTKH, ANCHEPripyeMbie B N0I0CTH pra,10mr

Market / Prinox :Russia / Poccua e

Batch No / . Batch Quantity / _ 3600000 tab / B

Cepus Ne P O6nem cepun " 3600000 Tab

Analytical Repoz't No / . 040002978268 Date of Analysis / - 29.06.2025

AnanurnyecknH oT9eT No Hata ananunsa —

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara nponssoacTBa Iopen g0 =

Mfg. License No. / .

ITpon3sBoacTBEHHAR : MNB/05/263 Masmumber: / LI RIS 00
Howmep PY RU)

auieH3Hs Ne

Analysis performed according ND: / Ananns nposeacn no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 13 9

z.? Test / TlokaszaTenb Results / PesynbTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHbIe OPraHHYECKHUE PACTBOPHTCIH
Isopropyl alcohol / 06 pgftab / Not more than 350 pg/tab. /
HzonponaHosn 06 MKr B TabneTke He 6onee 350 mkr B TabaeTke.

10 Microbiological purity*/ MikpoSuonoruyeckas 4ncrora™

OaHopoaHOCTH
031 POBAaHHBIX eAHHHI

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / of1iee 4HCTO e Gonee 10° KOE/r;
a3po6HbIX MHKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1iiee YyHCTO He Gonee 10° KOE/T;
DPOMOKEBBIX U TUIECHEBBIX
rpubos

" Escherichia Coli NA shell be absent in 1 gram. /

orcyrctBue B 1 1.
11 | Uniformity of dosage units / 4.6 Acooptanvo value (1]7) not more than

15.0 Ioxasarens npueMnemoctu (45)
noskeH 6LITH He Gonee 15,0.

Remarks: The Product conforms to ND/
[pumeyauwe: [TpoaykT cooTBeTcTRyeT Tpeboranusy HII

Conclusion: APPROVED /
3aknwuenne: OQJJOBPEHO

Prepared by /
Ioarorosnexo: Yogesh Chauhan
Y

L

Checked by /
ITposepeno: Pardeep Kumar

| -

Approved by: Manager/Hxecutive /
Onobpeno: Menemxep / Pykosoanresns
Abhishek Chauhan | ?

(LA [

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

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: L85195AP1984P.CO04507

www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

Jel . +51 85166 5600102

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol E;press (keto_ro_lac)"Orally Disintegrating_T ablets 10 mg
Ipoayrt: Keropon® Dxcnpece (keroposax) tabaerku, AUcHeprupyembie B N0J0CTH PTd, 10mMr Al

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepusn Ne e G O6mem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002978268 Date of Analysis/ . 29.06.2025

AHaaurndecknii oTyer Ne Jlata aHaJH3a el

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

JaTa npon3BoACTBA T'onen no

Mfg. License No. / c °

ITpousBoAcTBEHHAS : MNB/05/263 MA number: / : JIII-N2(004669)-(PT -
Homep PY RU)

JHueH3Hsa Ne

Analysis performed according ND: / Auanus nposeaen mo HIL: JITI-Ne(004669)-(PI'-RU)-190224 _

Page 70f9/Crp. 7 n3 9

onpeaeseHne

(100.1 %)

io Test / IlokasaTens Results / PeaynbraThl Specification / Hopma
o
12 | Assay/KoandecrBeHHoe 10.0 mg / 10.0 Mr From 9.0mg to 11.0 mg of

CsH;3NO3-C4H 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 Mr C5H13NO3*C3H; INO3
(xeroponaxa Tpomeramuu) (o1 90,0 10
110,0 % OT 3afABJIEHHOTO KOJHMUYECTBA) B
Tabnerke.

13 Butylhydroxyanisole
content / Conepxanne
Gy THArHAPOKCHAHH30AA

0.0902 mg/tab /
0.0902 Mr B TabneTke

Not less than 0.042 mg/tab, /
He menee 0,042 Mr B TabsieTke.

14 | Package description /
Onucanne ynaKoBKH

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflct in a carton
pack, / Tin 10 rvatnertox B
onucrepe 13 (TIA/AJITID ¢
sraronornorurenem/I13BIT)
donsrn // ([13/AJT) ponbra. [lo
2 bnucTepa BMECTE C JIMCTKOM-
BKJIAZIBIIIIEM B navyxy
KapTOHHYIO.

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 TabneTok B
GnucTepe u3 (TTA/AJU/TID c
praronorgoritenem/[12BIT)  donbru /
(TID/ATT) donbru. TTo 1 unu 2 Gnanctepa
BMECTE ¢ JIMCTKOM-BKJIAfIbIIIEM B TIa4Ky
KapTOHHYIO.

Remarks: The Product conforms to ND/
Tpumeuanue: [IpogyxT cooTreTcTBYeT Tpebopannam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Approved by: ManageriExecutive /

/ PykOBOOWTED

Prepared by / Checked by /

TToaroroBneHo: Yogesh Chauhan | TTpoeepeno: Pardeep Kumar | OnoGpeno: Menemwkep
v > Abhishek Chauhan |

Reprint Date/ Reprint Date / Reprint Date /

Hara: 29.06.2025 Iara: 29.06.2025 Jara: 29.06.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www,drreddys.com




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

@a
Dr. Reddy’s ‘.0. vill. Khol, Nalagarh Road, Baddi,

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

CEPTHOUKAT AHAJH3A .y drreddys.com

Product : I&iarbfﬁxpress (k;at_(;;ola—c) f)raligr f)_i_siTtegrating Tablets IOFg =

IMponyxr: Keropos® Jxenpece (keropoaak) TadieTky, AMCAEPIHPYEMBIE B 010CTH PTH, Wwmr
Market / Poiok :Russia / Poccus -
Batch No / _ Batch Quantity / ~ 3600000 tab / N
Cepua Ne ' Vf_501283 O6nem cepun " 3600000 Tab I
Analytical Repoﬁ No/ - 040002978268 Date of Analysis / . 29.06.2025
AHanuTn9ecKHH 0TYeT Ne Jdata ananausa el
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
Jara nponisojicTBa I'ogen oo
Mfg. License No. / 5
IIpounseoacreeHHAS - MNB/05/263 MA number: / s JIII-Ne(004669)-(PI-

Howmep PY RU)

JIHneH3usa Ne —

| Analysis performed according ND: / Anay3 npoBe/ieH no HII: JIII-Ne(004669)-(PI'-RU)-190224

Page8 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.
* [Ipn BBIMYCKE J1€KaPCTBEHHOTO NPENApaTa KOHTPOIb KAYECTBA N0 M0Ka3aTenio «MuxpobHosioru4ecKas

YHUCTOTAY NPOBOAUTCH MJIA kasknoi 20-oi CEpHH, HJIH AN O HOIA CepHH B Iog, B 3aBUCHMOCTH OT TOro, 4HTO
HACTYIIUT paHbuUIe.

 API name / Haumenosanue A®PC: o fie Ketorolac tromethamine / Keroposnaka TpoMeTamMiH ool o
INN/MHH: Ketorolac / Ketoponak

| API manufacturer batch number / ABSHO001017, ABSH001207
Homep cepuu nponssoanrens ADC:
FP Manufacturer API Batch number /
Homep cepHH cyOcTaHIHH TPOH3BOAHTENSA FESA00167, FESA00168
TJid: —
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzeopnrenn ADC, crpaua: I-p Penan'c JTaboparopuc Jlta., Unpus
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) /
HanMenOBAHHE, 4ipec, JTHNEH3INA s J-p Pennw’c Jlabopatopuc JItx., Hupns, [IpoH3BOACTBEHHOS
IpouzBoacTBeHnas miomaaxa / Ilomanxa noapasuesenue-6, Bunn. Kxonp, Hanarapx Poyn, bagan, JHCTPUKT
KOHTpONA KadecTea / ILiomagka BeIMycKka Conan, X.J1., 173203, Msnus (nuuenzus 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 /
Tpumeuanue: [Ipoaykr cooTeercTByeT TpeboBanuam HJI 3akmwuenne: OJORPEHO
Prepared by / Checked by / Approved by: Managér/Executive /

IoaroTopnero: Yog/;gsh Chauhan | ITposepeno: Pardeep Kumar | Ono6pero: Menemxdp / Py:cmsfmrrcm-

7 - Abhishek Chauhan
V / o \—;.L’— /

Reprint Date/ Reprint Date / Reprint Date /
JaTa: 29.06.2025 Jara: 29.06.2025 Jara: 29.06.2025

Registerad 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.
. Formulation Unit-6
Dr. Red dY’S ‘... vill. Khol, Nalagarh Road., Baddi,
- . DisttSolan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1" 51 65106 56001-02
CEPTHOUNEAT AHAJIM3A www.drreddys.com

\Product : Ketorol Express (kcto_ralEOrally Disinte_g;aEng Tablets 10 mg

Hponysr: Keropoa® Dkenpece (ketopomak) 1abierky, Ancneprupyenste B nojocrs pra. 10mr
Market / Prisox ;Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepua Ne RS O6Bem cepi * 3600000 Tab
Analytical Repo:‘t No/ . 040002978268 Date of Analysis / . 29.06.2025
AHanuTH9ecKkHil oTueT No Jlara anaam3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jata npon3BOACTEA I'onen 10 |
Mfg. License No. / . o
Ilpon3soacTBeHHAS : MNB/05/263 MA number: / : JINL-N2(004669)-(PT-

Homep PY RU)

JTHNeH3HA Ne

Analysis performed according ND: / Ananu3 nposejies no HJL: JIT-Na(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».

3AKII0IeHHE 0 COOTBeTCTBHH: «HacToAIMM s [TOATBEPX/AI0, 9TO IIPHBEJICHHAS BBILE WHQOPMAIIUS ABILACTCS
JIOCTOBEpHOM ¥ TOYHOH. DTa CepHs MPOAYKIMH NMPOM3BElCHa (BKITIOUAS YIIAKOBKY (MapKHUpOBKY) M KOHTPOIb
KauecTBa) HA- BBINICYKA3aHHOM IIPOM3BOACTBEHHOH ILIOmIANKE (unomrankax) B IIOMHOM COOTBETCTBHM ©
TpebdopanusMu [IpaBun Hajiexalel POH3BOJCTBEHHON TPaKTAKK EBpazuiickoro 5KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 o1 02 centabpa 2022) u TpeGOBaHAIMH KOHTPOJIS Ka4eCTBa TEKapCTBEHHBIX CPCACTB,
a TaxKe B COOTBETCTBHM CO CHENHPUKALMIMHE, CONEMKAIUMHCA B PETUCTPAlHOHHOM 0CHe CTPaHBI-HMIIODTEPA.
3aMuCH [0 IPOH3BOJICTBY, YIIAKOBKE ¥ aHANK3Y OPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanuamM I IpaBuin
HajuIexalreif IpoM3BOACTBEHHON NPAKTHKK EBpasHiCKOro SKOHOMMIECKOTO COI03a.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanne: IpoaykT coorsercrayeT Tpebosanuam HIT 3axmouenne: OJJOBREHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Yogesh Chauhan | IIpoeepeno: Pardeep Kumar Onobpeso: Menenkep P)‘KOEO,}I!TL‘.TH;
;-_V' W «:J,—/— Abhishek Chauhan ..
U/ = _ 1
Reprint Date / o Reprint Date / Reprint Date /
Ilata: 29.06.2025 Hara: 29.06.2025 Hara: 29.06.2025
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