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

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

Dr. Reddy's ":"

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page 1 0of 10/ Ctp. 1 m3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayir: Hoyxann®, Tabnerku, n0KphITHIe IIEHOYHO#H 060104K0i, 400 Mr + 325 Mr

Market / Priok :Russia / Poccust

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepua Ne | A Obmnem cepun * 800000.0 Tab

Analytical Report No / - 040002754570 Date of Analysis/ . 16.12.2024

AnannTryecknit oruer Ne Jlara aHanu3a

Datc of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa npon3BoAcTBa Toxen xo

Mfg. License No. / MA number: /

IIpoussogcTBeHHAS : MNB/05/263 j : JITI-Ne(003654)-(PT'-RU)
, Homep PY

aanenzus Ne :

Analysis performed according ND: / Anaan3 nposegen no HJL: JITI-No(003654)~-(PT-RU)-101123

Ne |Test/ IloxkasaTeas

Results/ Peaynbratst

Specification / Hopma

Appearance /
1 |Onucanne

Orange tilm-coated, capsulc-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KaCyNoBHANOH POPMDL, MOKPLITLIE
MIeHOYHOH 060104KON OpaHXeBOro
UBETa, C PUCKOH Ha O/IHOH CTOPOHE;
Ha [ONepedHOM paspese — SApo
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the

cross-section. / TabneTky kancyaoBHAHON
¢opmMLl, MOKPLITLIC IICHOHOH 06010 KO

OpaHXEBOTO LIBETA, C PUCKOH Ha OHON CTOPOHE;
Ha [OMEPEYHOM pazpese — Aapo 6enoro uiM

nourtH 6eJloro 1BeTAa.

Remarks : The Product conforms to NI/
TIpumeyanne: [Tpoaykr cootsercTByer TpeboBanuam HJI

Opinion : APPROVED

3axmouenne: OJOBPEHO

Prepared by /

Maurya

IToaroToeneHo: Santosh Kumar

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Man

cep/
Pykosonurens: APhishek

er/Executive

(?‘:hauhan

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hata: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyde

rabad - 500034, Telangana, India

Tel. +91 43 4900 2960, Fax: +91 40 4300 2958, Email: maii@drreddys.com

CIN: L85195AP1984PLCOO4S
www.drreddys.com
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Dr.Reddy’s ":‘

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

Vill. Khol, Nafagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, {ND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHU3A

Page 2 of 10 / Cp. 2 M3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaycr: U6 kaan®, TabieTkH, NOKPBITHIE I1IeH09HOl 06010uKoif, 400 Mr + 325 Mr
<p )

nuensua No

Market / PuiHok :Russia / Poccys

Batch No / o Batch Quantity / _ 800000.0 tab /

Cepua No N2RERED | O6bem cepun " 800000.0 Tab I
Analytical Report No / . 040002754570 Date of Analysis / . 16.12.2024

AHagnTHYecKHUid oTyeT Ne JaTta anasnsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

Jlata npom3BogcTBA S Topen ao

Mfg. License No. / MA number: /

ITpouseoacTBeHHasS : MNB/05/263 ) : JIII-Ne(003654)~(PT'-RU)

Homep PY

Analysis performed according ND: / Ananus nposejen no HJI: JII-Na(003654)-(PT-RU)-101123

Complies as prescribed/
CootseTcTBYET

2 |Identification /
HopuHAOCTH

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solulion (section Assay) /
Bpemena yjiepKHBaHHs OCHOBHBIX THKOB Ha
XPOMATOrPAMME MCITBITYEMOrO PACTBOPA AOJHHbI
COOTBETCTBOBATL BpEMEHAM YASPKHBAHKS TTHKOR
Ha XpoMmaTorpamMMme pACTBOPa CTaHIapTHBIX
obpasuos ubynpodena u napaueramona (paszaen
«KOJIM4ECTBCHHOE OMPE/IEICHHEY)

3 |Average tablets weight / 969.8 mg / 969.8 mMr 940.9 mg to 999.1 mg
Cpenrsas Macca TabneTok (970.0 mg + 3.0 %) /
Or 940,9 Mr Jilo) 999,1 Mr
(970,0 Mr + 3,0 %)

Disintegration /
PacniaiaeMocTh

05 min 34 sec /DS Mun 36 cey

Nnt mnre than 30 min /
He 6osee 30 muH

Remarks : The Product conforms to ND/
I pumeuanne: [IpoaykT coorBercTByeT Tpebopanuam HJT

Opinion : APPROVED
3anouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Mgnager/Executive
Ioxrotopneno: Santosh Kumar | [IposepeHo: Pardeep Kumar /Ono6pero: Mewemxep /

Maurya @, ] PyxoBoautensy Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date: !

Jara: 16.12.2024 Hara: 16.12.2024 Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Byderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddy:.com
CIN: L85195AP1984PLCNO4507
wwye.drreddys.com




Dr., Reddy’s "3.‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

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

Page 3 of 10/ Cp. 3 m3 10

|Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayscr: Myrann®, Tabaerkn, norpsITHe Naenounoi ofosouxoii, 400 mr + 325 mr

Market / Poisok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne 5 V2102686 O6beM cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002754570 Date of Analysis / . 16.12.2024
Anannrudeckuii oruer Ne JlaTa aHaaH3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JlaTa npon3BoACTBa I'onen o
Mfg. License No. / MA number: /
‘ . p -Ne(003654)~(PT-RU
IMpoussoacTBEHHAS : MNB/05/263 Howmep PY JITI-Ne(00 )-(PI'-RU)

JIHIeH3HA No

Analysis performed according ND: / Ananu3 nposeack no HJT: JITT-Ne(003654)-(PI'-RU)-101123

5 iDissolution /
PacTtBopenne

98 % to 101%

100 % to 103 %

30 Mun

Not less than 70% (Q) of C;3HisO2 (ibuprofen)
dfter 30 min/
He MeHee 70 % (Q) CuaH Oz (mynpohen) depes

Not less than 70% (Q) of CsHsNO: (paracetamol)
after 30 min /
He menee 70 % (Q) CsEbNO; (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3akir0geHHe: OI[OFPEHO

Prepared by / Checked by /

IToaroroBneHo; Santosh Kumar
Maurya

[Mposepeno: Pardeep Kumar

<

Approved by: M
/Opmobpeno: Mengmiep /
PyxoBoguTenn:

ager/Executive

—

— e

hishek C ,muhan

Reprint Date:
Hata: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com ‘
CIN: L85195AP1984PLC0O04507
wwyy.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 4 of 10 / Crp. 4 13 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: H6ykanu®, TabaeTkn, NoKpbITHIE MJ1EHO4HOH 060704K0i, 400 Mr + 325 Mr

Market / PuiHOK :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /
Cepusi No * Y 2iPgszs O6neM cepun " 800000.0 Tab
Analytical Repo\‘rt No/ - 040002754570 Date of Analysis / . 16.12.2024
_AnaJmrHvecknii oryer Ne Jara anajansa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
Jara npon3BoacTBa T'ogen no

Mfg. License No. / MA number: /

TpousBoacTBeNHAs . MNB/05/263 amaer: . JII-No(003654)-(PT-RU)

Homep PY
JHUeH3nA Ne

Analysis performed according ND: / Anaauz nposener no IJI: JITT-Ne(003654)-(P1I'-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PogcrBeHHbIe MPHMECH than 0.005% /
Method 1 / Meton 1 4-ampHodeHon (MpUMeck MapaueTamona) He
6onee 0,005 %
Method 2/ Meron 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jro6as enuuuyHas npumech (H6ympodeHa unu
napaueramona) He 6onee 0,3 %
D Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6omnee 0,7 %
7 |Water / Bona 1.4% Not more than 5.0% /
He Gonee 5.0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IToarorosnero: Santosh Kumar | Ilpoeepeno: Pardeep Kumar
Maurya & Qf?

Approved by: Mangger/Executive
/Opo6peno: I'vfe:i-ie_J swep /
Pyxosomurenn: f?bhishck _C}ﬂauhan

)

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Hata: 16.12.2024

Reprint Date:
Hata: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP13984PLCC0O4507

www.drreddys.com




i I ' Dr. Reddy's Laboratories Ltd.
D- ‘..0 Formulation Unit-6
! . Viil. Knol, Nalagarh Road, Bad di,
r. Reddy s '. Distt. Solan, H.P,, 173 205, INDJA
Tel 1 +91 98166 56001-02

www.drreddys.corn

CERTIF I-CATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 50of 10/ Cp. 5 3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayser: Moyxkusn®, TatneTkn, NOKPHITHIE NJEHOUHOH 0601049K0H, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccus

Batch No / . , Batch Quantity / . 800000.0 tab /

Cepus Ne v 0as2S O6beM cepHH " 800000.0Tab6

analyticalRenort No . 040002754570 Date of Analysis/ . 14159024

AHanauTudeckur oTuer Ne JlaTa aHaAn3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa mMpon3BoACTBA B Tonen g0

Mfg. License No. / MA number: /

Ilpon3seoacTBennas : MNB/05/263 ’ ; JIII-Ne(003654)-(PI'-RU)
Homep PY

Juuenzna Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /
OpHopo#HOCTD Acceptance value (AV) should be not more than
JNO3UPOBAHNUA 0.7 15.0 /IMokazartens npuemieMocTy (AV) nojoked
- ibuprofen / nu6ynpogeu 6b1TH He Honee 15,0
Acceptance value (AV) should be not more than

- paracetamo] / 1.0 15.0 / [Tokaszatens npuemneMoctH (AV) fomken

| |napauetamon 6uITh He Bosee 15,0

Opinion : APPROVED

Remarks : The Product conforms to ND/
3axnwuenne: OJJOBPEHO

IIpnmeyanne: IIpoyKT COOTBETCTBYET rpeGopannam HJT

Prepared by / Checked by / Approved by: Managgr/Executive

IoaroTosnedo: Santosh Kumar | Ilpoeepero: Pardeep Kumar /Opo6peno: Meneuxkp /

Maurya Pykosogutens: Abhishek Chauhan
@ Oﬁ/;' — TJ

Reprint Date: Reprint Date: Reprint Date: ‘~

Jara; 16.12,2024 Hara: 16.12.2024 Jarta: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L8S195AP1984PLCOO4507
wwyy drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.,

Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJH3A

Page 6 of 10/ C1p. 6

n3 1)

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

IIpoaykcr: H6ykaun®, TabieTkH, NOKPLIThIE NIEHOYROH 060104K0i, 400 Mr + 325 mr

Market / Poiiiok :Russia / Poccuz .

Batch No / " Batch Quantity / . 800000.0 tab /

Cepnsa Ne > V2292020 Ofbem cepnu ' 800000.0Ta6

LT R AN . 040002754570 Date of Analysis/ . 14159024

AxaJuTHuecKHii oTueT Ne JarTa ananuia il

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTa npou3BoACTBA | I'ogent g0 =

Mfg. License No. / MA number: /

TlpousBogcTREHHAN : MNB/05/263 - ) : JIII-Ne(003654)-(PT-RU)
Homep PY

auuen3ns Ne

Analysis performed according ND: / Anasn3 nposenen mo BJI: JITI-Ne(003654)-(PT'-RU)-101 123

9 |Microbiological purity* /
Mukpoonosornyeckas
yucToTa*

a) Total aerobic microbial NA
count / Ob1ee yncno
a3poOHbBIX
MHKPOOPTaHU3MOB
NA
b) Total combined yeasts
and mould count / OBmee
YHCIO OPOXOKEBBIX U
TNecHeBbIX TpUOOB NA
¢) E. coli

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in lg / OtcyrcTBHe B

1r

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr cooTreTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OHJOBPEHO

Prepared by / Checked by /

IToaroropneno: Santosh Kumar | IIposepeno: Pardeep Kumar
Maurya [j

"
——

Approved by: Magager/Executive
/Ono6peno: Mengxep /

Reprint Date: Reprint Date:
Jara: 16.12.2024 Hata: 16.12.2024

PykosopuTesns: hishelfc_hauhan

Reprint Date:
Hara: 16:12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984P1.C004507

www.drreddys.com




Dr.Reddy’s

L

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND(A
Tel : +91 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AH

AJTH3A

Page 7 of 10/ Cp. 7 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| ponysr: Moyicaunn®, TabreTin, MOKPITHIE MIeHo4Hoii 060101K0i, 400 Mr + 325 mr

Market / PpIHOK :Russia / Poccus ]

Batch No / - Batch Quantity / _ 800000.0 tab /

Cepus No o O6bem cepHE " 800000.0 Ta6 -

Analytical Repo:-t No/ . 040002754570 Date of Analysis / . 16.12.2024

AHanuTHyeckui oTueT Ne JaTta anajnza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

Jara mpon3soAcTBa ToneH xo

Mfg. License No. / MA number: /

IMponssoacTeeHHas : MNB/05/263 : ' : JIII-Ne(003654)-(PT-RU)
Homep PY

JIHIIeH3HsT Ne

Analysis performed according ND

2/ Anannz npoOBeJeH o HJI: JII-Ne(003654)-(PT-RU)-101123

10

Assay / KosnvecrBeHHoe
onpepaejieHde

405.0 mg/405.0 mr

330.69 mg /330.69 Mr

360.0 to 440.0 mg of C;3Hs02 (ibuprofen) per
tablet /

Ot 360,0 Mr 10 440,0 Mr C13H,502 (M6ynipochen) 8
rabnetke

292.5 to 357.5 mg of CsHyNO; (paracetamol) per
tablet / )

Ot 292,5 mr po 357,5 mr CsHyNO, (napaneramon)
B TalbneTke

11

Package / YnakoBxa

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
s [IBX/Al 6nucrtep. 1o | Gnucrepy
B Ma4yKy KapTOHHYIO BMECTE ¢
AHCTPYKUHEH N0 IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B [IBX/Al 6muctep. Ilo 1, 2 wiu 20
ONHCTEPOB B TMauKy KapTOHHYIO BMECTE ¢
HHCTpYKIHeli 10 NPUMEHEHHUIO.

12 | Labeling / MapkupoBka |According to ND. / B cootserctun ¢ HIL
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenne Ilpn Temmepatype He Bbie 25 °C.
14 | Shelf lite / Upox 5 years / 5 net "
TOXHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [poayKr cooTsercTByeT TpeboBaHuaM HJI 3axuiouenne: OJIOBPEHO

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

IoarorosneHo: Santosh Kumar | IIpoeepeno: Pardeep Kumar /Ono6peHo: Meuglokep /

Maurya PykoBogutens: Abhishek ¢hauhan
¥ @_ ‘ waf- YKOBOX ? T

Reprnt Date: Reprint Date: Reprint Date: -

Iara: 16.12.2024 Jara: 16.12.2024 Jara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 49C0 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIN: LB5195AP1984PLCOD4AS
wwy.arreddys.com

07
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

Vill. Knol, Nalagarh Road, Badydi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.coin

Page 8 of 10/ Crp. 8 miz 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaysr: Hbyinun®, Tabrerkn, nokphbiThie mienouHoi 06osoukoii, 400 Mr + 325 mr

Market / Peiok :Russia / PoccHia |
Batch No / . Batch Quantity / . 800000.0 tab /
| Cepus Mo 202628 Obnem cepui * 800000.0 T26
Analytical Repoz‘t No/ . 040002754570 Date of Analysis / - 16.12.2024
AHanpTHyeckuii oryet No mll Jara auanunia
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
Hata npoH3BOACTBA | Topen no
Mfg. License No./ MA number: /
IIpousBoacTBeHHAS : MNB/05/263 . ) . JIIT-Ne(003654)-(PT'-RU)
Homep PY
anueHsna Ne

Analysis performed according ND: / Ananns nposejen no HIL: JIII-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
paramneter may be absent from the Company's certificate of analysis.
Mpumeuanme: CcbUIKH B HOPMATHBHON JOKyMeEHTalnU npuseneHsl Ha O PO XIV.

* TIpOBOAKTCA MPOM3BOAMTENEM I1PH BBITYCKE TIEPUOAMHECKH: ANl KakAOK 20-0i cepHH MM HE Menee 1 pazan
roj. TlokaszaTens MOXET GhITEL HE BKIOYEH B cepTH(HUKAT aHaTTh3a GHPMBEL

API name / Haumenosanue APC: Ibuprofen / HU6ynpoden Paracetamol / ITapatieramon
INN/MHH: Ibuprofen / K6ynpoden Paracetamol / TTapaneramonn
API manufacturer batch namber / PIBM240151 0290/24-25

Howmep cepuu nponzsoaurens ADC:

FP Manufacturer API Batch number /

Homep cepun cy0CcTaHIHH NPOH3BOIHTENSA FERA00480 . FERA00391

TJ1d:

APl Manufactured by & country /
Tpouspogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa JxTus

®apma Catiencus Jlumuren,
YIuun

Sri Krishna Pharmaceuticals
Limited, India / Ilipu Kpuiuna
dapmackroTuranc Jlumutexn, -
Plapus

Name, address, authorization No for FP

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorBeTcTBYET Tpebopannsm HJJ

Opinion : APPROVED
3aKoYeHHe: O,I[_OI‘;PEHO

Prepared by / Checked by / Approved by: Manager/Executive
[oaroToeneHo: Santosh Kumar | I[IpoBepeHo: Pardeep Kumar /Onobpero: Meneiep /

Maurya @__‘ I Pykogoautens: Abhishek C’}j./iuhan
Reprint Date: Reprint Date: Reprint Date: |

JHara: 16.12.2024 Jara: 16.12.2024 Hara: 16.12.2024

Registered Office: 8 2 337, Ruad Nu. 3, Banjaia Hills, Hyderabdd - 300034, Tulangana, Indly
Tel: +91 43 49G0 2900, Fas: +91 40 4900 2995, Email: maii@drreadys.com

CIN: LBS195AP1984PLCO04507
wwiv.drreddys.com




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

DI".I Reddy’s Q... Vill. Knol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
' Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 9 of 10/ Cxp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

\Mpoaykr: A6yxaun®, Tabaerky, NOKPLITHIE MiIeHOHOH 060s10uK0M, 400 Mr + 325 mr . |
Market / PuiHOK :Russia / Poccus |
Batch No / ) Batch Quantity / _ 800000.0 tab/
Cepus Ne ! V2403625 O6bem cepun . " 800000.0 Tab
Analytical Report No / . 040002754570 Date of Analysis / - 16.12.2024
AnanuTnruecknit oTueT N JlaTa ananu3a - s e il
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Jarta npon3BoacTBA Togen 10 1 |
Mfg. License No. / MA number: /
IIponsBoacTBeHNas : MNB/05/263 " ) : JIII-Ne(003654)~(PT-RU)

Homep PY

JHneH3Hs Ne o
Analysis performed according ND: / Anannz nposesen no HJT: JIT-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
| site / MNB/05/263) / _
| HanmeHoBanue, ajgpec, JIHIEH3I U IS J-p Peann’c Jlaboparopuc JIta., Urans, [TpousoacTBeHHOE
ITpoussoacTeennas naomanka / [Liomaaka noapazaeienne-6, Bunn. Kxons, Hanarapx Poyn, bamnu, TacTpuxT
KOHTpOJa KavecTBa / [Inomagka Beinycka Cogman, X.I1., 173205, Munus (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby ceértify 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.
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».

3akl0ueHne 0 COOTBETCTBHH: «HacToAmMM s MOATBEP A0, YTO NPHUBENEHHAS BhIlIE HHGOPMALUA ABJISETCS
JOCTOBEPHOI W TOYHON. DTa Cepus MPOLYKIHM MpOM3BeieHa (BKIIOUas yNMAaKoBKY (MapkupoBKY) M KOHTPOJB
KAyecTpa) Ha BRUNEYKA3aHHOHW IPOW3BOACTBEHHOM mOlanKe (rowankax) B [IOJHOM COOTBETCTEBMU C
1peGopanuamu [Ipasni HagneKaulcl npowssoacTBeHNOl npakTuki EDpasiiicioro SKOHOMUHECKOro cot0a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpe6GOBaHUAMH KOHTPOJIS KauecTBa JIEKapCTBEHHBIX CPEACTB,
a Takxe B COOTBETCTBHM CO CMEUUPUKALMAMY, COACPIKAIUMHUCA B PErHCTPALIMAOHHOM JOChE CTPaHbI-MMIIOPTCPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipameuanue: [IpoaykT cooTBeTcTBYeT TpebGosanuam HI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive
MoaroTosieno: Santosh umar | ITpoBepeHo: Pardeep Kumar /Onobpeno: Menemrep /

Maurya ( él : J,,./ PyxoBogurens: Abhjshek Chayhan
Reprint Date: Reprint Date: Reprint Date:

Jara: 16.12.2024 Hara: 16.12.2024 Jlara: 16.12.2024

Regictered Mffice- 8.2-337, Read Mo, 3, Banjara Hillg, Hyderabad 500034, Telongana, indio
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOJ4507
www.arreddys.com
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' Dr. Reddy's Laboratories Ltd.
e . @ o Formulation Unit-6
D r. Reddy S '.. Vill Knol, Nalagarh Road, Bad(
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: Iflﬁymml", TabJeTKH, NOKPLITHIE Nerounoif 00omouKkoii, 400 mr + 325 Mr

Market / Puinok :Russia / Pocens
Batch No/ . Batch Quantity / _ 800000.0 tab /
Cepus Ne : V2ee0ze Ob6bem cepun " 800000.0 Tab
Analytical Report No / . 040002754570 Date of Analysis / . 16.12.2024
Ananutuyecknii oTuer Ne - HMaTa ananu3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JlaTa mpon3BOACTBA . Tomxen ao :

Mfg. License No. / MA number: /

IponsBogcTBeHHAS : MNB/05/263 i : JITI-Ne(003654)-(PT'-RU)

Homep PY
auaueH3Ha Ne
Analysis performed according ND: / Anaaus nposeaen no HJL: JITI-No(003654 }-(PI-RU)-101123

3amyicH 1o NPOH3BOICTBY, YITAKOBKE H aHATH3Y [IPOBEPEHE], H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuaM I1pasun
Haurexalliedl Mpou3BOACTBEHHOM NpaKTUKY EBpa3Hiickoro 3K0HOMHYECKOTO COIO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoxykr cooTReTcTByeT TpeGoBanuaM HI 3axmoyenue: OJOGPEHO

Prepared by / Checked by / Approved by: Managlr/Executive

[Moprotosneno: Santosh Kumar | [Tposepeno: Pardeep Kumar /Omo6peno: Menemwiep /

Maurya : Pykosoaurens: Abhishek Chéuhan
¥ @_ cj_ k. y e

Reprint Date: Reprint Date: Reprint Date:

Hara: 16.12.2024 Hata: 16.12.2024 Hata: 16.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwwy.arreddys.com




