Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND|A
Tel 1 +91 98166 ‘:6001—02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page 1 0f 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: U6ykaun®, Ta6eTkH, NOKPHITHIE MIEHOUHOH 060,104K0ii, 400 mr + 325 mr

Market / Pbinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepusi No e O0bem cepuu - 800000 Tab

Analytical Report No / - 040002698340 807Date of Analysis / - 95102024

AHaIUTHYECKHH oTyeT Nt JlaTa ananu3a

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

JaTa npou3BoacTBa Tlonen 10

Mfg. License No. / MA number: /

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

JuieH3us Ne -

Analysis performed accordi_ng ND: / Anaau3 nposeanexn no HJL: JIH-NQ(O_O3654)-(PF-RU)-101123

Ne [Test/ MokazaTen

Results/ PesyabTaThl

Specification / Hopma )

Appearance /
1 |Onucaune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarncyJnOBUIAHOM GOPMBI, MOKPBIThIE
MIeHOUHOH 0007104KOMH OpaHKEBOTO
L[BETA, C PUCKOH HAa OHOH CTOPOHE;
Ha TMoNepevHOM pas3pese — AAPO
Oeroro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabeTku KancynoBUIHON
(bopMBbI, MOKPBITHIE MIIEHOYHOH 000104KOH
OpaHXKEBOTI'0 1iBeTa, C pPUCKOi Ha ONHOMH CTOPOHE;
Ha NOMepeyHoM paspese — sapo 6enoro uin
nouTu 6en0ro LBeTa.

Remarks :

The Product conforms to ND/
IIpumeuyanue: Ilpoaykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akawyenue: OJOBPEHO

Prepared by /

D

IMoarorosneno: Pardeep Kumar

Checked by /
[Tposepeno: Pawan Kumar

&

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykxoBoautens Amit Kumar /&(f“/

Reprint Date:
Hara: 26.10.2024

Reprint Date:
Hara: 26.10.2024

Reprint Date:
Hara: 26.10.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: meii@drreddys.com

CIN: L85195AP1984PLC0O04507

wawnvdrreddys.com




Dr.Reddy’s ":‘.

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIM3A

Page 2 of 10/ CTp. 2 u3 10

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

ponykr: U6ykauu®, TaGieTku, NOKPHITHIE MIIEHOYHOMH 060.104K0ii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000 tab /

Cepus Ne R Zateton O6beM cepuu " 800000 Tab

Analytical Repovrt No/ - 040002698340 807Date of Analysis / . 95102024

AHanuTH4YecKkHii oTyeT No JlaTa aHaaM3a

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

JaTa npou3BoiacTBa T'ogen go

Mfg. License No. / MA number: /

IIpon3BoacTBenHas : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according ND: / Ananu3s nposenen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IMoginHHOCTH

Complies as prescribed/
CoOTBETCTBYET

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 solution (section Assay) /
BpeMeHa ynepXKWUBaHHs OCHOBHBIX THKOB Ha
XpoMaTorpaMme UCIBITYEMOrO pacTBOPa AOJIXKHBI
COOTBETCTBOBATH BpeMEHaM yIEep KUBaHHs [IHKOB
Ha XpoMarorpaMMme pacTBOpa CTaHIAPTHBIX
obpasuos ubynpodeHa u napaueraMmosia (paszen
«KonnyecTBeHHOE Onpe/ieNeHUE»)

3 |Average tablets weight / 971.8 mg/971.8 mMr

Cpennss macca Ta0J1IeTOK

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /

Or 940,9 MTI J0 999,1 MI"
(970,0 mr + 3,0 %)

4 |Disintegration /
PacnagaemocTb

08 min 12 sec/ 08 MuH 12 cek

Not more than 30 min /

He 6onee 30 Mun

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykt cooTBeTcTBYET TpeboanusaM HJI

Opinion : APPROVED
3aknwuenne: OJIOGPEHO

Prepared by / Checked by /
[Toarotoeneno: Pardeep Kumar

L £

IIposepeHo: Pawan Kumar

Approved by: Manager/Executive

/Ono6peno: Menemxkep /

P it Kimar
YKOBOJUTEJb ,1)\121[ kI\(Hl‘["lill

—

§i

Reprint Date:
JlaTa: 26.10.2024

Teprint Date:
JlaTa- 726 10 2024

v

Reprint Date:
JlaTa: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 430 4900 2900, Fax: +91 40 4900 29S8, Ernail: maii@drreddys.corn
CIN: L85195AP1984PLCOD4507

wwvr.drreddys.com




Dr.Reddy’s Q':'

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|a
Jel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 3 of 10/ Crp. 3 u3 10

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

MpoaykT: M6ykaun®, TabieTKH, NOKPLIThIE IIEHOYHOH 0605109K0ii, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccust
Batch No / ) Batch Quantity / _ 800000 tab /
Cepus Ne V2402157 Ob6bem cepum " 800000 Tab
Analytical Repourt No/ - 040002698340 807Date of Analysis / . 95102024
AHajuTHYeCKHiH 0T4eT No JlaTa aHaJamM3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JlaTa npou3BoACTBA I'open no
Mfg. License No. / MA number: /
. 2 . : -Ne = -
IIpousBogcTBeHHAsA : MNB/05/263 Howmep PY : JII-Ne(003654)-(PI'-RU)

JuneHzus No

Analysis performed according ND: / Anann3 npOBene_H H;H,II: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTBOpeHne
' 96 % to 99%

99 % to 102%

Not less than 70% (Q) of Ci3Hi3O2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO2 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHyoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykr coorsercTByer TpeboBanusim HJT 3axmouenue: OJJOBPEHO

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

IMoarorosneno: Pardeep Kumar | [Iposepeno: Pawan Kumar /OnobpeHo: Menemxep / -
[ PykoBoautens Amit Kumag < -

Reprint Date: Reprint Date: Reprint Date:

llara: 26.10.2024 Jara: 26.10.2024 Hara; 26,10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2900, Fax: +51 40 4900 2998, Ernail: maii@drreddys,.com
CIN: L85195AP1984PLCOA4507
wwwww.drreddys.com



Dr.Reddy’s €3¢

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

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

Tel : +91 98166 56001-02
v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 uz 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykaun®, Ta6eTkn, NIOKpBITHIE MUIEHOYHOI 060.104K0#, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000 tab /

Cepust Ne V2402157 O6neM cepuu ' 800000 Tab

Analytical RepoI't No/ - 040002698340 807Date of Analysis / - 25102024

AHanuTHYecKHii oTyeT Ne JlaTa aHaamM3a

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

JlaTa npou3BO/JCTBA Togen no

Mfg. License No. / MA number: /

IlpousBoacTBEeHHAS : MNB/05/263 ) ¢ JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne —

Analysis performed according ND: / Auanu3 nposeaed nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncrBennbie mpuMecH than 0.005% /
[Method 1/ Merton 1 4-amuHodenon (nmpuMech napaleTamona) He
l 6osee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jobas eaunuvHas npumeck (ubynpodena unu
napaneramona) He 6onee 0,3 %
. Total impurities (Method 1+ Method 2) - not more
0.04% than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6omee 0,7 %
7 |Water / Bona 1.8 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBercTByeT Tpeboanusm HJI

Opinion : APPROVED
3axknouenune: OJJOBPEHO

Prepared by / Checked by /
[ToarorosaeHo: Pardeep Kumar

=l —
——

X

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Pykosopurens Amit Kumar. «~

|flx._ il /..-/

T

Reprint Date: Reprint Date:

Reprint Date: v

Hara: 26.10.2024

Jlara: 26.10.2024

Harta: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 49C0 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1983PLC0OD4507
wawvedrreddys.com



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

[ T
Dr. Reddy’s ‘... Viil. Khol, Nalagarh Road, Baddi,
® Distt. Solan, H.P., 173 205, IND|A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabeTku, NOKPBITHIE NIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000 tab /

Cepus Ne $ V2402157 OGbem cepuu " 800000 Tab

Analytical Repo\}'t No/ - 040002698340 807Date of Analysis / - 75102024

AHaJuTHYeCKHI oTyeT No JlaTa aHaaM3a

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

JlaTa npou3BoacTBa ToneH o

Mfg. License No. / .

TpoussoacTsennas - MNB/05/263 peasnimbes: . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Ananu3 nposeaes nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /
O HOPOZLHOCTB Acceptance value (AV) should be not more than
JI03UpOBaHUs 1.9 15.0 /Iloka3atens npremieMocTH (AV) nomnkeH
- ibuprofen / nbynpodex ObI1Th He Honee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.7 15.0 /ITokazatens npuemiaeMocTi (AV) qonxkeHn
napauneTamorn ObITH He Oosiee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootBetcTBYeT Tpebosanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Pardeep Kumar | [Iposepeno: Pawan Kumar /OnobpeHo: Menemxep /
ci/’_ g PykoBoauTens Amil\Kuum_r, .
— ] f‘l o e—
Reprint Date: Reprint Date: Reprint Date: )
Hara: 26.10.2024 Hata: 26.10.2074 Mara- 24 10 20174

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2900, Fax: +91 40 4900 2998, Fmail: maii@drreddys con
CIN: L35185AP1984PLCO04507
wivdrreddvs.com




Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P.,, 173 205, IND|A

Tel : +91 98166 56001-02

vww. drreddys com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 6 of 10/ Cp. 6 u3z 10

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

Ipoayxr: Uoykaun®, TableTkn, NOKPBITHIE ILIeH0YHOH 060J104K0ii, 400 Mr + 325 mr
poay p L0 3

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepus Ne $ V2402157 O6nem cepuu " 800000 Tab

Analytical Report No/ - 040002698340 807Date of Analysis / . 95.10.2024
AHannTuyecKuid oTyer Ne Jara anannza

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

JlaTa mpousBoicTBa TI'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsA : MNB/05/263 Howmep PY : JII-Ne(003654)-(PI'-RU)

Jgunen3usa Ne

Analysis performed according ND: / Anann3 nposeaen nmo HJ/I: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxkpoGuonornyeckas
yucrora®

a) Total aerobic microbial
count / Obuiee 4ucio
a’pobHBIX
MHKpPOOPraHUu3MOB

NA

b) Total combined yeasts
and mould count / Obinee
YUCIIO IPOHIKEBBIX U
TIECHEBBIX IPHOOB

NA

¢) E. coli NA

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

Not more than 100 CFU/g/
He 6osee 100 KOE/r

Shall
lr

be absent in

lg / OrtcyTtcTBUe B

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT Tpeboanuam HJI

Opinion : APPROVED
3akawouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pardeep Kumar

o

ITpoeepeno: Pawan Kumar

/Onobpeno: Menemxep /

PyxoBonurens Amikl/(u_ntar--_
[ S

Approved by: Manager/Executive

Reprint Date:
Jlara: 26.10.2024

Reprint Date:
Hara: 26.10.20724

Y

Reprint Date:
Jlara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 45 490G 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.corn
CIN: L85195AP1984PLCOD4507
wwvrdrreddys.com




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

Dr Redd ,s ‘.... Viil. Khol, Nalagarh Road, Baddi
[ ] y .. ’ =3 » Baqdl,

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

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A
Page 7 0of 10/ Cp. 7 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoaykr: U6yknun®, Ta61eTKH, NOKPBITbIE IIEHOYHOH 060104K0i, 400 Mr + 325 Mr
Market / PoiHoK :Russia / Poccus
Batch No / ) Batch Quantity / 800000 tab /
Cepnsi Ne V2402157 O0bem cepuu " 800000 Tab
Analytical Repourt No/ - 040002698340 807Date of Analysis / - 9510.2024
AHanuTHuecKkuii oTyeT Ne JaTa anaqansa
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JlaTa npou3BoAcTBa I'ogeH 1o
Mfg. License No. / .
IIpouseoacTBennan : MNB/05/263 LAy numbery ¢ JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3ns Ne
Analysis performed according ND: / Ananus nposenen no HJ/I: JITI-Ne(003654)-(PT-RU)-101123

10 |Assay / KoandyecTBeHHOe 360.0 to 440.0 mg of Ci13H ;302 (ibuprofen) per
|onpenesenue tablet /

Ot 360,0 mMr 1o 440,0 mr C13Hi302 (ubynpoden) B
393.5mg/393.5 mMr TabneTke

292.5 to 357.5 mg of CsHoNO: (paracetamol) per
tablet /

321.75mg/321.75 mr Ot 292,5 mr 10 357,5 mr CsHoNO;, (mapaueramon)
B TabJeTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / ITo 10 Tabnetok |tabnerox B [IBX/Al 6auctep. Ilo 1, 2 umu 20
B [IBX/Al 6aucrep. [To 1 6nucTepy |ONHCTEpOB B Mauky KapTOHHYKD BMECTE C
B Mayky KapTOHHYK BMECT€ C |MHCTPYKLMEH MO NPUMEHEHHIO.

UHCTPYKLUMEN O TPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B coorBetctauu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /

Xpamnoenio Ipu Temmnepatype 1c puinic 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner

rOAHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [TpoaykT cooTseTcTBYET TpeboBanusam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oxaroroeneno: Pardeep Kumar | IIpoeepeno: Pawan Kumar /Ono6peHo: Menemxep /

(_i’/ PykoBoautens Amit élu_mar
: 4@ A

Reprint Date: Reprint Date: Reprint Date: '
Hara: 26.10.2024 Hara: 26.10.2024 Hara: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 299S, Email: maii@drreddys.comn
CIN: L85195AP1984PLCODAS07
wwwedrreddys.com



Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

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

Iponyxr: M6yknnn®, Ta61eTKH, HOKPLITHIE MIEHOUHOH 060/104K0ii, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / 800000 tab /

Cepus Ne V2402157 O6bem cepuHu " 800000 Tab

Analytical Rep0ft No/ . 040002698340 807Date of Analysis / - 9510.2024

AHaquTH4ecKHii oTueT Neo JlaTa aHaimn3a

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

JaTa npou3BoACTBA T'onen no

Mfg. License No. / MA number: /

IpouzBoacTeeHHass : MNB/05/263 ) . JIIT-Ne(003654)-(PT'-RU)
Homep PY

JuneH3usi Ne

—Analysis performed according ND: / Anaaus nposeged mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

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

Ph XIV.

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[Mpumeuanne: CcbUIKM B HOPMATHBHOHN OKyMeHTaluy npuseacHel Ha ['® PO XIV.

* TIpoBOAUTCS IPOU3BOAUTENEM MIPU BLIMYCKE MEPUOAUYECKH: AJs Kaxaoi 20-olf cepun unu He MeHee 1 pasa B
rog. [TokazaTens MOXeT OBITH He BKIIOYEH B CEPTH(HKAT aHATU3a (PUPMBI.

API name / Haumenosanne ADC: Ibuprofen / M6ynpodex Paracetamol / [lapanietamon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / Ilapauieramon
e R CONE Rt I PIBM240153 4284/24-25, 4285/24-25
Homep cepun nponssogurtens APC:
FP Manufacturer API Batch number /

FERA00481 FERA00438, FERA00439

Homep cepun cy0CTaHIHY MPOU3BOIUTEIIS
| ) Lo B

API Manufactured by & country/
IMponzsoautens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa 2xTuB
®dapma Caitencus Jlumuren,

Wnaus

Sri Krishna Pharmaceuticals
Limited, India / lpn Kpumna
dapmacsroTukaic Jlumuren,
Wngus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootrercTBYyeT TpeboBanusm HJL

Opinion : APPROVED
3axmwouenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar

Jd 1

[Iposepeno: Pawan Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep /

PykoBoguTenn &mit_ &;mar
[N

Reprint Date:
Hata: 26.10.2024

Reprint Date:
Hara: 26.10.2024

Reprint Date: ¥
Harta: 26.10.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O24507
wwyvr.drreddys.com




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

[ T3
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
i Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

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

|Hpoayxr: Noykauu®, Ta6ieTkH, NOKPbIThIE IUIEHOYHON 060/104K0ii, 400 Mr + 325 mr
Market / PoiHOK :Russia / Poccust
Batch No / _ Batch Quantity / _ 800000 tab/
Cepus Ne i e O6neM cepuu " 800000 Tab
Analytical Repovrt No/ - 040002698340 807Date of Analysis / - 95102024
AHanuTHYecKHii oTyeT No Jara aHanH3a
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JaTa npou3BoAcTBa TI'open g0
Mfg. License No. / MA number: /
IpoussoycrseHHasn : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY

JuneHsus Ne
Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

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) /

HauMeHoBaHue, aapec, JHUCH3HA JJIsI I-p Pennu’c Jlabopatopuc Jita., Uuaus, IIpousBoacTBeHHOE
IIpousBoacTBenHas niowaaka / Ilnomaaxa noapasaenenne-6, Bunn. Kxonb, Hanarapx Poyn, banau, JIucTpukT
KOHTpOJs KadecTBa / [lomanka BelycKa Conan, X.I1., 173205, Uunus (nmuuensus nomep 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.
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».

3aKJII0YeHHE 0 COOTBETCTBHH: «HacTosAIUM 1 MOATBEPXKAAl0, YTO NPUBEEHHAs BBIlE MHOPMaLIUA ABJIAETCS
JOCTOBEPHON M TOYHOM. DTa cepus NPOAYKUWH MpOM3BeAeHA (BKIOYAs YNakoBKy (MapKMPOBKY) M KOHTPOJIb
KauecTBa) Ha BEHIIIEYKA3aHHOW NPOM3BOACTBEHHOW IUo@AKe (MIOWAAKax) B IOJHOM COOTBETCTBMU C
Tpe6GoBanusamu [IpaBui Haanexaiieid MPOU3BOJACTBEHHOH NMpakTHKH EBpasuiickoro sxoHommueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOOBaHUAMH KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumevanne: [Tponykt cooteercTByeT TpeboBaHuaM HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneno: Pardeep Kumar | [Ipoepeno: Pawan Kumar /Onobpeno: Menemxep /

Qf// g Pykooautens Amit Kumar

~ ,'\<~"“_‘,/

Reprint Date: Reprint Date: Reprint Date: M
Jlara: 26.10.2024 Jara: 26.10.2024 Jata: 26.10.2024

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: L85195AP1984PLCOD4507
wwwy.drreddys.com



Dr.Reddy’s "g'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

wiww. diieddys.coin

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 10 of 10/ Cp. 10 13 10

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

Ipoayxr: I/Iﬁymmﬂ®, Ta6JIeTKH, OKPhIThIE MJeHOUHOIH 060104K0i, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000 tab /

Cepusi Ne - V2402157 O6bem cepHH " 800000 Tab

Analytical Report No/ . 040002698340 807Date of Analysis / - 95102024
AHaguTHYecKHi oryeT No JlaTa ananu3a

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

JaTa npousBoacTea I'open no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAsN : MNB/05/263 Homep PY . JITI-Ne(003654)-(PT'-RU)

JHuen3usa Ne

Analysis performed according ND: / AHanu3 npoeaed no HJI: JITI-Ne(003654)-(PI'-RU)-101123

a TakKXe B COOTBECTCTBHH CO CHCU,PI(bI/IKaI_H/IﬂMI/I, COJICpXKAIMMHCA B PErUCTPallMOHHOM A0ChE CTPpaHbI-UMITIOPTEpA.
3amucu no MPOHU3BOACTBY, YIAKOBKE M aHAMU3Y MPOBEPEHB], U YCTAHOBJIICHO MX COOTBCTCTBHE Tpe60BaHI/IHM HpaBnn
HagJexaleu l'lpOH?;BOIlCTBCHHOﬁ [MpaKTHKH EBpa3HﬁCKOFO OKOHOMHUYECKOI'O COKO3a».

Remarks : The Product conforms to ND/
INpumeuanue: [Ipoaykrt coorBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3aximouenue: OJOBPEHO

Prepared by / Checked by /

gl = £

IMoarorosneno: Pardeep Kumar | IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykosoautens Amit Kumar

P

Reprint Date: Reprint Date:
Hara: 26.10.2024 Jlara: 26.10.2024

Reprint Date:
Jarta: 26.10.2024
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Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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