Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CEPTUOHKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keToponak) Tabirerky, gucneprupyempie B mogocts pra, 10 mr o
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / - 3600000 tab /
Cepusn Ne - Vaibais O0nem cepun " 3600000 Tab
Analytical Repoft No/ . 040002731470 Date of Analysis / . 18.11.2024
Ananuryeckui oTuer Ne Jara auannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTta npon3BoAcTBa T'omen o S|
Mifg. License No. /
Ipou3zBomcTREHHAS : MNB/05/263 MA number: / (g AL RECLY R ST -
Homep PY RU)
| JHHeH3Ha Ne

| Analysis performed according ND: / Ananns nposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224
2 4

Page1of9/Crp.1u3 9

I}oo Test / Ioka3zarens Results / PesyabTaTnt Specification / Hopma

1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "" debossed on one side. / Kpyrnsie
side. / Kpyrnble nnockue wiockue TabneTku ¢ ackod, cBeTio-
TabneTkH ¢ dackoii, ceeTa0- HENTOr0 [BeTa C IPaBHPOBKOH «I» Ha
ENTOTO LBETA C IPABUPORKOA O/IHOH CTOpOHE.
«l» Ha oxgHOH cCTOPOHE.

2 Identification / HaenTndnxaus =

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / YO-cnekTphl NOMIOWEHNSA
HCTIBITYEMOI'0  pacTBOpa W  pacTBopa
cra”papTHore  ofpasua  KETOpONaka
TpOMETAMHHA HDO/DKHE HMETB
MAKCUMYMBI TIPH OLHO} W TOM e JUTMHE
BOJIHBI (& 2 HM).

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

Tpumeuanue: [Iponykr cooreeTcTBYeT Tpeboranusam HJT 3akmouenne: OJJOBPEHO

Prepared by / (¥ o Checked by / Approved by: Manager/Executive / 3

IToarotoeneno: Yograj | IIpoBepeHo: Santosh Kumar | Omobpeno: Menemxkep / Pykosoaurefit |
Maurya (N Pavan Kumar Sharma ";ﬂ =

Reprint Date / Reprint Date / o Reprint Date /

Hara: 18.11.2024 Hara: 18.11.2024 Jlata: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydershad - 500034, Telangana, India
Tel. +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiM: L85195AP1584PLCO04507
wiwvw, drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIHA3A

www.drreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Drenpece (keropoaax) TabieTkn, incneprupyembie B NoJ0CTH pra, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepnsn Ne Qe O6wem cepin " 3600000 Tab

Analytical Repo:‘t No/ - 040002731470 Date of Analysis / . 18.11.2024

AHanuTHYecKHii oTyeT Ne JlaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npon3soacTBa Topen xo

Mifg. License No. / . . : .

IpousBoAcTBEHHAR : MNB/05/263 WALA IO 1 JIIL-Ne(004669)-(PT-
Homep PY RU)

JHUeH3Hsa Ne

Analysis performed according ND:

/ Ananus nposenen no HJL: JITEI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 w39

No

Test / IToxazaTens
Ne

Results / PesyanTarhl

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 ynepXHBaHust
OCHOBHOIO IIMKa HA XpOMaroIrpaMMe
HCIIBITYEMOro pacTeopa IOJKHO
COOTBETCTBOBATH BPEMEHU yICPXHBAHUA
OCHOBHOTO THKa Ha XpoOMarorpamme
pacTtBopa CTaHJapTHOTO obpasnua
KeToponaka  TpoMeTaMHHa  (pasien
«KoNMYECTBEHHOE OIIPENCNEHHEY).

Remarks : The Product conforms to ND/
IMpumeusanne: Mponykr cootTsetcTrver Tpebosanuam HIT

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / B
[MoarotosneHo: Yograj QL

Checked by /

Iposepeno: Santosh Kymar
Maurya : L.&

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopounj
Pavan Kumar Sharma

Reprint Date /

Reprint Date /

lara: 18.11.2024

Hara: 18.11.2024

Reprint Date / P
IMara: 18.11.2024

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
wwyvsdrreddys.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
Tel : +91 98166 56001-02

CEPTHO®UAKAT AHAJTHA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayrr: Ketopoa® Sxcupece (kKeTopoaak) Tabaerku, AHCHEprupyembie B I0a0cTH pra, 10 mr

Market / Poinok :Russia / Poccns

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e Obbem cepHH ' 3600000 Ta6

Analytical Repourt No/ . 040002731470 Date of Analysis / . 18.11.2024

Ananarnyeckui oTyer No HaTa aHaaH3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jlara npoH3BOACTBA I'open no

Mfg. License No./

TIponzsomcrBeHmast : MNB/05/263 BV by : ADLLPEIIRIES LA
Homep PY RU)

JIHIEeH3Nnss Ne =

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

Page3 of 9/ Crp.3 u3 9

i,:) Test / IlokazaTens Results / Pe3yjbTarsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuazudpoxcuanison 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
YOepXXHBAaHUA MHKOB
2-6yTunruIpoKCHaHH3ONA M
3-6yTWIrHAPOKCHAHU3CNA Ha
XpOMATOTpaMMe HCIBITYEMOr0 pacTsopa
NOMMKHBI  COOTBETCTBOBaTH  BpeMEHaM
YAEPKHBAHUA NUKOB
2-0yTIIITHAPOKCHAHH30/1a 3
3-6yTHITHAPOKCHAHU30A Ha

XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOTO
oBpasuia 6yTANrUApOKCHaHN30Ma (pa3ien
«ConepxxaHHe

6YTUNTHAPOKCHAHH3OMAN).

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

Ilpumeyanue: [pogykT cooTeTcTBYeT TpeboBaHusM HJL 3axmwuenue: OJJOBPEHO

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

TloarotoineHo: Yograj = ITposepeno: Santosh Kumar | Omobpeno: Menemxkep / [’yrcoaomﬂeifb,f—;:—‘-‘-'
Maurya /DE:\ Pavan Kumar Sharma =

Reprint Date / Reprint Date / i Reprint Date / -

Jara: 18.11.2024 Jara: 18.11.2024 Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.cam

CIN: L85195AP19584PLCO04507
wivesdireddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIA3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr; Ketopoa® Dxenpece (keToponak) Tabierku, JHCTIEPrHpyemMbie B MOJI0CTH PTA, 10 mr

Market / Puinok

:Russia / Poceus

Batch No / ‘ Batch Quantity / _ 3600000 tab /

Cepun Ne R O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002731470 Date of Analysis / . 18.11.2024

AnRanuTHYeckHii oTueT Ne Hara anaanaa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Hata nponsBoacTea Tonen no

Mfg. License No. / y o ;

Ipon3BoacTBenHAS : MNB/05/263 WA TR g JIE-N2(004665)-(FT~
Homep PY RU)

JTHIeH3ua Ne

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

Page4 of 9/ Crp. 43 9

Results / PeayabTaThl

Specification / Hopma

69.6 mg / 69.6 mr

Complies / CooTBeTcTBYeT

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr Jio 72,8 Mr (70,0 mr £ 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnerox — He OGomee = 10 %;
2/20 Tabnerok — He Gonee + 20 %.

Na Test / [Torkasarenib
Ne
3 Average weight / Cpeanas
macea
Uniformity of weight /
OnHOpOaAHOCTb MacCChl
4 Disintegration time /

PacnagaeMocTh

00 min 45 sec / 00 MuH 45 cek

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

5 Dissolution / PacTBoperue Unit-1 / Ta6n-1 101 % Not less than 75% (Q) of
. CisHisNU3zUsH 1 NUs {ketorolac
i § Tl 95 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 98 % 75 % Q C15sH13NO3*C4H1(NO3
il (keToporaka TPOMETAMHEH) uepes 15 MuH.
Unit-4 / Tabn-4 97 % -
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 97 %

Remarks : The Product conforms to ND/
Tpumeuanne: ITponykt cootseTcTByeT Tpetopanuam HJT

Conclusion ; APPROVED /
3akmouenune: OJOBPEHO

Prepared by / I o Checked by /

Approved by: Manager/Executive / P

Hara: 18.11.2024 Hata: 18.11.2024

Toarotosneno: Yograj Ipogepeno: Santosh Kymar | Onobpeno: Menemkep / Pyxoaomrrenb-" —
Maurya ﬁ. Pavan Kumar Sharma —
Reprint Date / Reprint Date / Reprint Date / -

JlaTa: 18.11.2024

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

Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: misil@drreddys.com
CIM: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ‘{0'

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |.td.
Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponyxr: Keropoa® Jxcnpece (keToposak) TabNAeTKH, ANCHCPTHPYEMEIC B [OJ0CTI P14, 10 mMr

Market / Poinok

:Russia / Poccus

Batch No / : Batch Quantity / _ 3600000 tab /

Cepusa Ne Sl Ob6nem cepun " 3600000 Tab

Analytical Repo:’t No/ - 040002731470 Date of Analysis / . 18.11.2024

Anaaurniecknii oTder Ne JlaTa anasuza

Date of Mapufacture / . 11/2024 Date of Expiry / . 10/2026

Jlara npon3BoAcTBa ogen mo

Mfg. License No. / . o

Ipon3BoacTBeHNAS : MNB/05/263 e/ : JIL-Ne(004669)-(PT -
Homep PY RU)

Juien3Ha No

Analysis performed according ND: / Anann3 nposeaen o HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 50f 9/ Crp.Sm3 9

Ipumeyanue: [Ipoaykt cooTsercTByeT Tpebopanuam HI

1}? Test / TlokasaTensb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / OGpasyetca
ONIHOPOJIHAA CYCMEH3MA, IPOXOAsLIAs
CKBO3b CHTO C pa3sMepoM OTBEPCTHiA
710 MxM.
7 Impurities / [Ipumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: / Huxe npencna oGuapyxennsa (110
1-TuapoKcHaHanor =0.0010 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / ue 6onee 0,8 %,;
1-keToaHanor xeToponaka
unidentitied impurity / not more than U.5 %, / ne 8onee 0,5 %,
el MHUYHAs .
HeHpeHTUHUMpOBaHHAA 0.04%
nmpUMech
total impurities / 0.1% not more than 1.0 %. / "e Gonee 1,0 %.
cymMMa npuMecei
8 Water content / 3.1 % Not more than 7.0 %. /
ConepskaHue BOABI He 6onee 7,0 %.
9 Residual solvents / OcTraTouHbIe OpranH4ecKHe PacTBOpUTENH
Remarks - The Praduct conforms 10 NTY Conclusion : APPROVED /

3axmouenne: OJIOBPEHO

Jara: 18.11.2024

Jara: 18.11.2024

Prepared by / ( y [ | Checkedby/ Approved by: Manager/Executive / ;o
[loarorosieHo: Yograj "1 IIpoeepeno: Santosh Kum - Opobpeno: Meunerxep / P)"](OBO}II!’!‘W

Maurya .% Pavan Kumar Sharma _f,/-’/
Reprint Date / Reprint Date / Reprint Date /

Ilara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai;@drreddys.com

CIN: L85195AP1984PLCOD4S07
wiww.direddys.com




Dr.Reddy’s Q_’."

CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxcnpece (keToposak) TabaeTkH, THCHEPIHPYEMbIC B MOJMOCTH PTa, 10 mr =

Market / Peinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne S O6bem cepun " 3600000 Tab |
Analytical Repovrt No / . 040002731470 Date of Analysis / . 18.11.2024
| AHanHTHYeCKHH oTyeT Ne Hara anajansa
Date of Manufactare / - 11/2024 Date of Expiry / . 10/2026
JaTa npon3BoACTBA Topen go
Mfg. License No. / . . N
IIponssoacreeHHad : MNB/05/263 e/ : AR (AR S
Homep PY RU)
JHIeH3Hs Ne

Analysis performed according ND: / Anasu3s nposenen o HX: JIII-Ne(004669)-(PT-RU)-1902.24

Page 60f9/Crp.6 3 9

i:) Test / [lokazaTesnnb Results / PeayabTaTsi Specification / Hopma
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponaxon 6 MKT B TabsieTke He Gonee 350 mMkr B Tabnetke.,

10 | Microbiological purity*/ Mukpo6uosiornueckas YucToTa*

OgHopoaHOCTL
JO3HPOBAHHLIX €XUHHL

Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obLee uucno He Gonee 10° KOE/T;
23po6HbIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / obiuee yncno He Gonee 102 KOE/r;
NPONOKEBBIX H IUTECHEBLIX
rpnbos
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcTBue B I r.
11 | Uniformity of dosage units/ 5.0 Acceptance value (4¥) not more than

15.0 Tlokazarens npuemaemocty (AV)
JosixeH OmTh He Gonee 15,0.

Remarks : The Product conforms to ND/
[MTpumeuanue: ITpoaykr cootBeTcTByeT Tpebosanuam HIL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

7

Prepared by / (Y g
. PO Sk ¢
TloarorosneHo: Yograj '

Checked by /
ITpoBepeno: Santosh Kuniar
Maurya '

Approved by: Manager/Executive / ,
Onobpeno: Menemxep / PyKOBOAHTEMb——~ -,
Pavan Kumar Sharma '

Reprint Date /
Jara: 18.11.2024

3

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Hara: 18.11.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIA3A

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

TIpoayrr: Keropon® Dxcnpece (KeTopoaak) TA0ACTKH, IMCTEPIHpYeMbIe B MOJOCTH pTa, 10 mr

Market / Prinok :Russia / Poceus

Batch No / i Batch Quantity / 3600000 tab /

Cepus Ne N2 O6nem cepuii * 3600000 Ta6

Analytical Repourt No/ - 040002731470 Date of Analysis / . 18.11.2024

AnanuTnueckdi oTyer No Jlata anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jata npon3BoACTBa T'ogen 1o

Mfg. License No. / ;

IponsBojgcTBERHAS : MNB/05/263 MA pumber: / AR R IS5 2 (B
. Homep PY RU)

nunensua Ne

__

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

Page 70f9/Crp. 713 9

No

No Test / [lokazaTes b

Results / PesynabTaTs!

Specification / Hopma

12 | Assay/ KoymuccrBeHHoe
onpeneneHne

9.9 mg/9.9 Mr
(99.5 %)

From 9.0 mg to 11.0 mg of
CysH;3NO3*C4H 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 mMr C1sH13NO3*C4H1NO;
(xetoponaka TpoMeramus) (ot 90,0 mo
110,0 % or 3asBJEHHOr0 KONHYECTBd) B
Tabnetke.

13 Butylhydroxyanisole
content / Conepxanne
Oy THIIrMAPOKCHAHH301a

0.0949 mg/tab /
0.0949 mr B TabneTke

Not less than 0.042 mg/tab. /
He Menee 0,042 mr B TabneTke.

14 | Package description /
Onncanne ynakoBkH

10 tablets in a blister of
(PA/AL/PE with
desiccant/IIDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6iaucrepe w3z (IIA/AJITID ¢
siaronornotutenem/I1I2BI1)
osneru // (TID/AN) donsry. Ilo
2 6aucrepa BMECTE C NHCTKOM-
BKJIAILIIIEM B MayKy
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. / Ilo 10 TabneTox B
6nucrepe n3 (ITA/AT/IID c
siraromornoTatenem/IIDBIT)  donery //
(TI3/AJT) doneru. Tlo 1 wnn 2 6nucrepa
BMECTE C JIMCTKOM-BKJIA/IBILIEM B ITaYKy
KApPTOHHYIO.

* 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/

ITpumeyanne: [poaykr coorsercTayet Tpebosanuam HJL

Conclusion : APPROVED /
Zaxmaouenne: OQJJOBPEHO

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

TMonrorosneHo: Yograj — IIposepero: Santosh Kumar | Ono6peno: Menemwkep / Pykosou Lgig_:z =
Maurya /68 | Pavan Kumar Sharma { =

Reprint Date / Reprint Date / h Reprint Date / i

Tara: 18.11.2024 Jara: 18.11.2024 Hara: 18.11.2024




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJH3A

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

TIpoaykr: Keropon® Dxcnpecc (keropoaak) TabeTku, AMcneprupyesbie B moaocTy pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / _ 3600000 tab /
Cepun Ne DL O6hem cepui " 3600000 Tab
Analytical Repog’t No/ . 040002731470 Date of Analysis / . 18.11.2024
AHannTryeckni oTuer Ne Jara apaJjan3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jdara npoH3BOACTBA Tonen o
Mfg. License No. / ] .
IIponsBoacTBeHAs : MNB/05/263 MA number: / ; JIIT-Ne(004669)-(PT-

Homep PY RU)

Junenzns Ne
Analysis performed according ND: / Awamus nposeaen no HJL: JITT-Ne( 004669)-(PT-R11)-190224

Page 8 of 9/ C1p. 8 m3 9

3 "plrl BbIIYCKe JICKAPCTRBEHHOIO npenapaTa KOHTPoJib Ka4yecTBa O NMOoKasaTearo «Mquoﬁuo.nornqecKan
YHCTOTA» MPOBOAHTCA ANs Kaxmoii 20-oit CCpHH, HIK AN oaHOiI CCPpHH B I0A, B 3aBHCHMOCTH OT TOro, 4Yto

HACTYMNMUT panblile,

API name / Hanmenopanue A®C:

Ketorolac tromethamine / Ketoposaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoguTess ADC:

ABPH002429, ABPHO07685

FP Manufacturer API Batch number /
Homep cepun cyGCTAHNHH TIPOH3BOXNTENA
TJI®:

FERAQ00519, FERA00520

API Manufactured by & country /
IlponzeoauTenr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pexnu'c JTa6opatopuc JIta., Uapus

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

HanMmenopanue, aapec, THIEHIHA TS
IIponssoacTBenHas nuomanxa / [lnomanka
KOHTpoJA kavecTBa / [lnomanka BeIIycKa

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

II-p Peann’c JlaGopatopuc JIta., Munus, [lponssoacTRenHOE
noapasaenenve-6, Bunn. Kxons, Hanarapx Poyn, Banam, Jluctpuicr
Conan, X.J1., 173205, Uupus (nuuensus vomep 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) 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 /
3akmiouenne: OJJOBPEHO

IIpumeuanwe: [TponykT cooTBeTcTBYET TpeboBanuaM HJI

Jarta: 18.11.2024

Prepared by / i Checked by / Approved by: Manager/Executive /
MMonrorowneno: Yograj ITposepeno: Santosh Kumar | Ono6peno: Menemxkep / P}-'xonomrre.rié' e

Maurya ‘tjl\ Pavan Kumar Sharma Gt
Reprint Date / Reprint Date / Reprint Date / N

Jara: 18.11.2024

Hara: 18.11.2024
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTHA3A

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

Tpoaykr: Keropon® Dxenpece (keToposak) TabieTks, AHCIIEPrupyemMeie B OJIOCTH P14, 10 mr J
Market / PoiHOK ' Russia / Pocenst
Batch No / 2 Batch Quantity / ~ 3600000 tab /
Cepus No V2802425 O6beM cepui " 3600000 Tab
Analytical Repourt No/ . 040002731470 Date of Analysis / . 18.11.2024
AHannrHyeckHi oTueT No Jara ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

JlaTa npoH3BOACTBA Togen g0

Mfg. License No. / i e o =
IIpousBogcTBeHAAn : MNB/05/263 MA number: / J JIE-Ne(004669)-(PT™-

Homep PY RU)

JAmen3ns Ne
Analysis performed according ND: / Aranns nposegen mo HJL: JII-Ne(004669)-(PT-R1U)-190224

Page90f9/Crp. 9 n3 9

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».

3ak.arouenne o coorBercTBHM: «HacTOAMAM 5 MOATBEPXKIAL0, UTO MPHBEJEHHAs BhIIe HHPOPMAUUS SIBJIETCS
IOCTOBEPHOH M TOUHOM. DTa cepus NPOAYKUHME TpousBeneHa (BKMOdas YHaKOBKY (MapKMPOBKY) H KOHTPOIB
KayecTpa) HA BHINCYKA32aHHOW TPOM3BOACTBEHHOH IUTomagke (IIIOIMIAAKaX) B IOJNHOM COOTBETCTBHH C
tpeboBanusmu [IpaBui Hannexaeit IPOU3BOACTBEHHOMN MPAKTHKH EBPazuiiCKOro SKOHOMUYECKOIO COIO32 (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeSOBaHHMAMH KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPEJCTB,
a TaKXe B COOTBETCTBHH CO CNEIAPHKALMAMH, COAEPXKAUIMMHUCA B PErHCTPAlAOHHOM JOChE CTPAHBI-UMIIOPTEpA.
3AIKCH IO IIPOH3BOCTRY, YITAKOBKE M AHATH3Y IIPOBEPEHDI, K YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHusM I Ipasun
HaaJIeKale IPOU3BOJACTBEHHON NPaKTHKH EBpazHiCKOro 3KOHOMHYECKOI'O COK03a).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Ipoayxt cootBeTcTBYeT TpeboBannam HJI 3akmovenne: OJOBPEHO
Prepared by / CQ_ N Checked by / Approved by: Manager/Executive /|
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Maurya %; Pavan Kumar Sharma

Reprint Date / Reprint Date / Reprint Date /

Hata: 18.11.2024 Hara: 18.11.2024 Hara: 18.11.2024




